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§144.212

§144.212 Confidentiality of informa-
tion.

Data collected and reported under
the requirements of this subpart are
subject to the confidentiality of infor-
mation requirements specified in regu-
lations under 42 CFR part 401, subpart
B, and 45 CFR part 5, subpart F.

§144.214 Notifications of noncompli-
ance with reporting requirements.

If an insurer of a qualified long-term
care insurance policy does not submit
the required reports by the due dates
specified in this subpart, the Secretary
notifies the appropriate State insur-
ance commissioner within 45 days after
the deadline for submission of the in-
formation and data specified in
§144.208.

PART 145 [RESERVED]

PART 146—REQUIREMENTS FOR THE
GROUP  HEALTH INSURANCE
MARKET

Subpart A—General Provisions

Sec.
146.101 Basis and scope.

Subpart B—Requirements Relating to Ac-
cess and Renewability of Coverage,
and Limitations on Preexisting Condi-
tion Exclusion Periods

146.111 Preexisting condition exclusions.

146.113 Rules relating to creditable cov-
erage.

146.115 Certification and disclosure of pre-
vious coverage.

146.117 Special enrollment periods.

146.119 HMO affiliation period as an alter-
native to a preexisting condition exclu-
sion.

146.120 Interaction with the Family and
Medical Leave Act. [Reserved]

146.121 Prohibiting discrimination against
participants and beneficiaries based on a
health factor.

146.122 Additional requirements prohibiting
discrimination based on genetic informa-
tion.

146.1256 Applicability dates.

Subpart C—Requirements Related to
Benefits

146.130 Standards relating to benefits for
mothers and newborns.

45 CFR Subtitle A (10-1-15 Edition)

146.136 Parity in mental health and sub-
stance use disorder benefits.

Subpart D—Preemption and Special Rules

146.143 Preemption; State flexibility; con-
struction.

146.145 Special rules relating to group
health plans.

Subpart E—Provisions Applicable to Only
Health Insurance Issuers

146.150 Guaranteed availability of coverage
for employers in the small group market.
146.152 Guaranteed renewability of coverage
for employers in the group market.
146.160 Disclosure of information.

Subpart F—Exclusion of Plans and
Enforcement

146.180 Treatment of non-Federal govern-
mental plans.

AUTHORITY: Secs. 2702 through 2705, 2711
through 2723, 2791, and 2792 of the PHS Act
(42 U.S.C. 300gg-1 through 300gg-5, 300gg-11
through 300gg-23, 300gg-91, and 300gg-92).

SOURCE: 62 FR 16958, Apr. 8, 1997, unless
otherwise noted.

Subpart A—General Provisions

§146.101 Basis and scope.

(a) Statutory basis. This part imple-
ments the Group Market requirements
of the PHS Act. Its purpose is to im-
prove access to group health insurance
coverage, to guarantee the renew-
ability of all coverage in the group
market, and to provide certain protec-
tions for mothers and newborns with
respect to coverage for hospital stays
in connection with childbirth. Sections
2791 and 2792 of the PHS Act define
terms used in the regulations in this
subchapter and provide the basis for
issuing these regulations, respectively.

(b) Scope. A group health plan or
health insurance issuer offering group
health insurance coverage may provide
greater rights to participants and bene-
ficiaries than those set forth in this
part.

(1) Subpart B. Subpart B of this part
sets forth minimum requirements for
group health plans and group health in-
surance issuers offering group health
insurance coverage concerning certain
consumer protections of the Health In-
surance Portability and Accountability
Act (HIPAA), as amended, including
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special enrollment periods, prohibiting
discrimination against participants
and beneficiaries based on a health fac-
tor, and additional requirements pro-
hibiting discrimination against partici-
pants and beneficiaries based on ge-
netic information.

(2) Subpart C. Subpart C of this part
sets forth the requirements that apply
to plans and issuers with respect to
coverage for hospital stays in connec-
tion with childbirth. It also sets forth
the regulations governing parity be-
tween medical/surgical benefits and
mental health benefits in group health
plans and health insurance coverage of-
fered by issuers in connection with a
group health plan.

(3) Subpart D. Subpart D of this part
sets forth exceptions to the require-
ments of subpart B for certain plans
and certain types of benefits.

(4) Subpart E. Subpart E of this part
implements requirements relating to
group health plans and issuers in the
Group Health Insurance Market.

(5) Subpart F. Subpart F of this part
addresses the treatment of non-Federal
governmental plans, and sets forth en-
forcement procedures.

[62 FR 16958, Apr. 8, 1997, as amended at 63
FR 57559, Oct. 27, 1998; 71 FR 75046, Dec. 13,
2006; 74 FR 51688, Oct. 7, 2009, as amended at
75 FR 27138, May 13, 2010; 79 FR 10313, Feb. 24,
2014]

Subpart B—Requirements Relating
fo Access and Renewability
of Coverage, and Limitations
on Preexisting Condition Ex-
clusion Periods

§146.111 Preexisting condition exclu-
sions.

(a) Preexisting condition exclusion de-
fined—(1) A preexisting condition exclu-
sion means a preexisting condition exclu-
sion within the meaning set forth in
§144.103 of this part.

(2) Examples. The rules of this para-
graph (a)(1) are illustrated by the fol-
lowing examples:

Example 1. (i) Facts. A group health plan
provides benefits solely through an insur-
ance policy offered by Issuer S. At the expi-
ration of the policy, the plan switches cov-
erage to a policy offered by Issuer 7. Issuer
T’s policy excludes benefits for any pros-

§146.111

thesis if the body part was lost before the ef-
fective date of coverage under the policy.

(ii) Conclusion. In this Example 1, the exclu-
sion of benefits for any prosthesis if the body
part was lost before the effective date of cov-
erage is a preexisting condition exclusion be-
cause it operates to exclude benefits for a
condition based on the fact that the condi-
tion was present before the effective date of
coverage under the policy. The exclusion of
benefits, therefore, is prohibited.

Example 2. (i) Facts. A group health plan
provides coverage for cosmetic surgery in
cases of accidental injury, but only if the in-
jury occurred while the individual was cov-
ered under the plan.

(ii) Conclusion. In this Example 2, the plan
provision excluding cosmetic surgery bene-
fits for individuals injured before enrolling
in the plan is a preexisting condition exclu-
sion because it operates to exclude benefits
relating to a condition based on the fact that
the condition was present before the effec-
tive date of coverage. The plan provision,
therefore, is prohibited.

Example 3. (i) Facts. A group health plan
provides coverage for the treatment of diabe-
tes, generally not subject to any require-
ment to obtain an approval for a treatment
plan. However, if an individual was diag-
nosed with diabetes before the effective date
of coverage under the plan, diabetes cov-
erage is subject to a requirement to obtain
approval of a treatment plan in advance.

(ii) Conclusion. In this Example 3, the re-
quirement to obtain advance approval of a
treatment plan is a preexisting condition ex-
clusion because it limits benefits for a condi-
tion based on the fact that the condition was
present before the effective date of coverage.
The plan provision, therefore, is prohibited.

Example 4. (i) Facts. A group health plan
provides coverage for three infertility treat-
ments. The plan counts against the three-
treatment limit benefits provided under
prior health coverage.

(ii) Conclusion. In this Erxample 4, counting
benefits for a specific condition provided
under prior health coverage against a treat-
ment limit for that condition is a preexisting
condition exclusion because it operates to
limit benefits for a condition based on the
fact that the condition was present before
the effective date of coverage. The plan pro-
vision, therefore, is prohibited.

Example 5. (i) Facts. When an individual’s
coverage begins under a group health plan,
the individual generally becomes eligible for
all benefits. However, benefits for pregnancy
are not available until the individual has
been covered under the plan for 12 months.

(ii) Conclusion. In this Erample 5, the re-
quirement to be covered under the plan for 12
months to be eligible for pregnancy benefits
is a subterfuge for a preexisting condition
exclusion because it is designed to exclude
benefits for a condition (pregnancy) that
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arose before the effective date of coverage.
The plan provision, therefore, is prohibited.

Example 6. (i) Facts. A group health plan
provides coverage for medically necessary
items and services, generally including
treatment of heart conditions. However, the
plan does not cover those same items and
services when used for treatment of con-
genital heart conditions.

(ii) Conclusion. In this Example 6, the exclu-
sion of coverage for treatment of congenital
heart conditions is a preexisting condition
exclusion because it operates to exclude ben-
efits relating to a condition based on the fact
that the condition was present before the ef-
fective date of coverage. The plan provision,
therefore, is prohibited.

Example 7. (i) Facts. A group health plan
generally provides coverage for medically
necessary items and services. However, the
plan excludes coverage for the treatment of
cleft palate.

(ii) Conclusion. In this Example 7, the exclu-
sion of coverage for treatment of cleft palate
is not a preexisting condition exclusion be-
cause the exclusion applies regardless of
when the condition arose relative to the ef-
fective date of coverage. The plan provision,
therefore, is not prohibited. (But see 45 CFR
147.150, which may require coverage of cleft
palate as an essential health benefit for
health insurance coverage in the individual
or small group market, depending on the es-
sential health benefits benchmark plan as
defined in §156.20 of this subchapter).

Example 8. (i) Facts. A group health plan
provides coverage for treatment of cleft pal-
ate, but only if the individual being treated
has been continuously covered under the
plan from the date of birth.

(ii) Conclusion. In this Example 8, the exclu-
sion of coverage for treatment of cleft palate
for individuals who have not been covered
under the plan from the date of birth oper-
ates to exclude benefits in relation to a con-
dition based on the fact that the condition
was present before the effective date of cov-
erage. The plan provision, therefore, is pro-
hibited.

(b) General rules. See §147.108 of this
subchapter for rules prohibiting the
imposition of a preexisting condition
exclusion.

[69 FR 78783, Dec. 30, 2004, as amended at 75
FR 37235, June 28, 2010; 79 FR 10313, Feb. 24,
2014]

§146.113 Rules relating to creditable
coverage.

(a) General rules—(1) Creditable cov-
erage. For purposes of this section, ex-
cept as provided in paragraph (a)(2) of
this section, the term creditable cov-

45 CFR Subtitle A (10-1-15 Edition)

erage means coverage of an individual
under any of the following:

(i) A group health plan as defined in
§146.145(a).

(ii) Health insurance coverage as de-
fined in §144.103 of this chapter (wheth-
er or not the entity offering the cov-
erage is subject to the requirements of
this part and 45 CFR part 148 and with-
out regard to whether the coverage is
offered in the group market, the indi-
vidual market, or otherwise).

(iii) Part A or B of Title XVIII of the
Social Security Act (Medicare).

(iv) Title XIX of the Social Security
Act (Medicaid), other than coverage
consisting solely of benefits under sec-
tion 1928 of the Social Security Act
(the program for distribution of pedi-
atric vaccines).

(v) Title 10 U.S.C. Chapter 55 (med-
ical and dental care for members and
certain former members of the uni-
formed services, and for their depend-
ents; for purposes of Title 10 U.S.C.
Chapter 55, wuniformed services means
the armed forces and the Commis-
sioned Corps of the National Oceanic
and Atmospheric Administration and
of the Public Health Service).

(vi) A medical care program of the
Indian Health Service or of a tribal or-
ganization.

(vii) A State health benefits risk
pool. For purposes of this section, a
State health benefits risk pool means—

(A) An organization qualifying under
section 501(c)(26) of the Internal Rev-
enue Code;

(B) A qualified high risk pool de-
scribed in section 2744(c)(2) of the PHS
Act; or

(C) Any other arrangement sponsored
by a State, the membership composi-
tion of which is specified by the State
and which is established and main-
tained primarily to provide health cov-
erage for individuals who are residents
of such State and who, by reason of the
existence or history of a medical condi-
tion—

(I) Are unable to acquire medical
care coverage for such condition
through insurance or from an HMO, or

(2) Are able to acquire such coverage
only at a rate which is substantially in
excess of the rate for such coverage
through the membership organization.
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(viii) A health plan offered under
Title 5 U.S.C. Chapter 89 (the Federal
Employees Health Benefits Program).

(ix) A public health plan. For pur-
poses of this section, a public health
plan means any plan established or
maintained by a State, the U.S. gov-
ernment, a foreign country, or any po-
litical subdivision of a State, the U.S.
government, or a foreign country that
provides health coverage to individuals
who are enrolled in the plan.

(x) A health benefit plan under sec-
tion 5(e) of the Peace Corps Act (22
U.S.C. 2504(e)).

(xi) Title XXI of the Social Security
Act (State Children’s Health Insurance
Program).

(2) Ezxcluded coverage. Creditable cov-
erage does not include coverage of sole-
ly excepted ©benefits (described in
§146.145).

(b) Counting creditable coverage rules
superseded by prohibition on preexisting
condition exclusion. See §147.108 of this
subchapter for rules prohibiting the
imposition of a preexisting condition
exclusion.

[69 FR 78788, Dec. 30, 2004, as amended at 79
FR 10314, Feb. 24, 2014]

§146.115 Certification and disclosure
of previous coverage.

(a) In general. The rules for providing
certificates of creditable coverage and
demonstrating creditable coverage
have been superseded by the prohibi-
tion on preexisting condition exclu-
sions. See §147.108 of this subchapter for
rules prohibiting the imposition of a
preexisting condition exclusion.

(b) Applicability. The provisions of
this section apply beginning December
31, 2014.

[79 FR 10314, Feb. 24, 2014]

§146.117 Special enrollment periods.

(a) Special enrollment for certain indi-
viduals who lose coverage—(1) In General.
A group health plan, and a health in-
surance issuer offering health insur-
ance coverage in connection with a
group health plan, is required to per-
mit current employees and dependents
(as defined in §144.103 of this chapter)
who are described in paragraph (a)(2) of
this section to enroll for coverage
under the terms of the plan if the con-

§146.117

ditions in paragraph (a)(3) of this sec-
tion are satisfied. The special enroll-
ment rights under this paragraph (a)
apply without regard to the dates on
which an individual would otherwise be
able to enroll under the plan.

(2) Individuals eligible for special en-
rollment—(i) When employee loses cov-
erage. A current employee and any de-
pendents (including the employee’s
spouse) each are eligible for special en-
rollment in any benefit package under
the plan (subject to plan eligibility
rules conditioning dependent enroll-
ment on enrollment of the employee)
if—

(A) The employee and the dependents
are otherwise eligible to enroll in the
benefit package;

(B) When coverage under the plan
was previously offered, the employee
had coverage under any group health
plan or health insurance coverage; and

(C) The employee satisfies the condi-
tions of paragraph (a)(3)(i), (ii), or (iii)
of this section and, if applicable, para-
graph (a)(3)(iv) of this section.

(ii) When dependent loses coverage—(A)
A dependent of a current employee (in-
cluding the employee’s spouse) and the
employee each are eligible for special
enrollment in any benefit package
under the plan (subject to plan eligi-
bility rules conditioning dependent en-
rollment on enrollment of the em-
ployee) if—

(I) The dependent and the employee
are otherwise eligible to enroll in the
benefit package;

(2) When coverage under the plan was
previously offered, the dependent had
coverage under any group health plan
or health insurance coverage; and

(3) The dependent satisfies the condi-
tions of paragraph (a)(3)(i), (ii), or (iii)
of this section and, if applicable, para-
graph (a)(3)(iv) of this section.

(B) However, the plan or issuer is not
required to enroll any other dependent
unless that dependent satisfies the cri-
teria of this paragraph (a)(2)(ii), or the
employee satisfies the criteria of para-
graph (a)(2)(i) of this section.

(iii) Examples. The rules of this para-
graph (a)(2) are illustrated by the fol-
lowing examples:

Example 1. (i) Facts. Individual 4 works for
Employer X. 4, A’s spouse, and A’s dependent
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children are eligible but not enrolled for cov-
erage under X’s group health plan. 4’s spouse
works for Employer Y and at the time cov-
erage was offered under X’s plan, 4 was en-
rolled in coverage under Y’s plan. Then, A4
loses eligibility for coverage under Y’s plan.

(ii) Conclusion. In this Example 1, because A
satisfies the conditions for special enroll-
ment under paragraph (a)(2)(i) of this sec-
tion, A, A’s spouse, and A’s dependent chil-
dren are eligible for special enrollment under
X’s plan.

Example 2. (i) Facts. Individual A and A’s
spouse are eligible but not enrolled for cov-
erage under Group Health Plan P maintained
by A’s employer. When A was first presented
with an opportunity to enroll A and A’s
spouse, they did not have other coverage.
Later, A and A’s spouse enroll in Group
Health Plan @ maintained by the employer
of A’s spouse. During a subsequent open en-
rollment period in P, 4 and A’s spouse did
not enroll because of their coverage under Q.
They then lose eligibility for coverage under

(ii) Conclusion. In this Example 2, because A
and A’s spouse were covered under @ when
they did not enroll in P during open enroll-
ment, they satisfy the conditions for special
enrollment under paragraphs (a)(2)(i) and (ii)
of this section. Consequently, 4 and A’s
spouse are eligible for special enrollment
under P.

Example 3. (i) Facts. Individual B works for
Employer X. B and B’s spouse are eligible
but not enrolled for coverage under X’s
group health plan. B’s spouse works for Em-
ployer Y and at the time coverage was of-
fered under X’s plan, B’s spouse was enrolled
in self-only coverage under Y’s group health
plan. Then, B’s spouse loses eligibility for
coverage under Y’s plan.

(ii) Conclusion. In this Example 3, because
B’s spouse satisfies the conditions for special
enrollment under paragraph (a)(2)(ii) of this
section, both B and B’s spouse are eligible
for special enrollment under X’s plan.

Example 4. (i) Facts. Individual 4 works for
Employer X. X maintains a group health
plan with two benefit packages—an HMO op-
tion and an indemnity option. Self-only and
family coverage are available under both op-
tions. 4 enrolls for self-only coverage in the
HMO option. A’s spouse works for Employer
Y and was enrolled for self-only coverage
under Y’s plan at the time coverage was of-
fered under X’s plan. Then, A’s spouse loses
coverage under Y’s plan. 4 requests special
enrollment for A4 and A’s spouse under the
plan’s indemnity option.

(ii) Conclusion. In this Example 4, because
A’s spouse satisfies the conditions for special
enrollment under paragraph (a)(2)(ii) of this
section, both A4 and A’s spouse can enroll in
either benefit package under X’s plan. There-
fore, if A requests enrollment in accordance
with the requirements of this section, the

45 CFR Subtitle A (10-1-15 Edition)

plan must allow 4 and A’s spouse to enroll in
the indemnity option.

(3) Conditions for special enrollment—
(i) Loss of eligibility for coverage. In the
case of an employee or dependent who
has coverage that is not COBRA con-
tinuation coverage, the conditions of
this paragraph (a)(3)(i) are satisfied at
the time the coverage is terminated as
a result of loss of eligibility (regardless
of whether the individual is eligible for
or elects COBRA continuation cov-
erage). Loss of eligibility under this
paragraph (a)(3)(i) does not include a
loss due to the failure of the employee
or dependent to pay premiums on a
timely basis or termination of cov-
erage for cause (such as making a
fraudulent claim or an intentional mis-
representation of a material fact in
connection with the plan). Loss of eli-
gibility for coverage under this para-
graph (a)(3)(i) includes (but is not lim-
ited to)—

(A) Loss of eligibility for coverage as
a result of legal separation, divorce,
cessation of dependent status (such as
attaining the maximum age to be eligi-
ble as a dependent child under the
plan), death of an employee, termi-
nation of employment, reduction in the
number of hours of employment, and
any loss of eligibility for coverage
after a period that is measured by ref-
erence to any of the foregoing;

(B) In the case of coverage offered
through an HMO, or other arrange-
ment, in the individual market that
does not provide benefits to individuals
who no longer reside, live, or work in a
service area, loss of coverage because
an individual no longer resides, lives,
or works in the service area (whether
or not within the choice of the indi-
vidual);

(C) In the case of coverage offered
through an HMO, or other arrange-
ment, in the group market that does
not provide benefits to individuals who
no longer reside, live, or work in a
service area, loss of coverage because
an individual no longer resides, lives,
or works in the service area (whether
or not within the choice of the indi-
vidual), and no other benefit package is
available to the individual; and

(D) A situation in which a plan no
longer offers any benefits to the class
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of similarly situated individuals (as de-
scribed in §146.121(d)) that includes the
individual.

(i1) Termination of employer contribu-
tions. In the case of an employee or de-
pendent who has coverage that is not
COBRA continuation coverage, the
conditions of this paragraph (a)(3)(ii)
are satisfied at the time employer con-
tributions towards the employee’s or
dependent’s coverage terminate. Em-
ployer contributions include contribu-
tions by any current or former em-
ployer that was contributing to cov-
erage for the employee or dependent.

(iii) Ezhaustion of COBRA continu-
ation coverage. In the case of an em-
ployee or dependent who has coverage
that is COBRA continuation coverage,
the conditions of this paragraph
(a)(3)(iii) are satisfied at the time the
COBRA continuation coverage is ex-
hausted. For purposes of this para-
graph (a)(3)(iii), an individual who sat-
isfies the conditions for special enroll-
ment of paragraph (a)(3)(i) of this sec-
tion, does not enroll, and instead elects
and exhausts COBRA continuation cov-
erage satisfies the conditions of this
paragraph (a)(3)(iii). (Exhaustion of
COBRA continuation coverage is defined
in §144.103 of this chapter.)

(iv) Written statement. A plan may re-
quire an employee declining coverage
(for the employee or any dependent of
the employee) to state in writing
whether the coverage is being declined
due to other health coverage only if, at
or before the time the employee de-
clines coverage, the employee is pro-
vided with notice of the requirement to
provide the statement (and the con-
sequences of the employee’s failure to
provide the statement). If a plan re-
quires such a statement, and an em-
ployee does not provide it, the plan is
not required to provide special enroll-
ment to the employee or any dependent
of the employee under this paragraph
(a)(3). A plan must treat an employee
as having satisfied the plan require-
ment permitted under this paragraph
(a)(3)(iv) if the employee provides a
written statement that coverage was
being declined because the employee or
dependent had other coverage; a plan
cannot require anything more for the
employee to satisfy the plan’s require-
ment to provide a written statement.

§146.117

(For example, the plan cannot require
that the statement be notarized.)

(v) The rules of this paragraph (a)(3)
are illustrated by the following exam-
ples:

Example 1. (i) Facts. Individual D enrolls in
a group health plan maintained by Employer
Y. At the time D enrolls, Y pays 70 percent
of the cost of employee coverage and D pays
the rest. Y announces that beginning Janu-
ary 1, Y will no longer make employer con-
tributions towards the coverage. Employees
may maintain coverage, however, if they pay
the total cost of the coverage.

(ii) Conclusion. In this Example 1, employer
contributions towards D’s coverage ceased
on January 1 and the conditions of paragraph
(a)(3)(ii) of this section are satisfied on this
date (regardless of whether D elects to pay
the total cost and continue coverage under
Y’s plan).

Example 2. (i) Facts. A group health plan
provides coverage through two options—Op-
tion 1 and Option 2. Employees can enroll in
either option only within 30 days of hire or
on January 1 of each year. Employee A is eli-
gible for both options and enrolls in Option
1. Effective July 1 the plan terminates cov-
erage under Option 1 and the plan does not
create an immediate open enrollment oppor-
tunity into Option 2.

(ii) Conclusion. In this Example 2, A has ex-
perienced a loss of eligibility for coverage
that satisfies paragraph (a)(3)(i) of this sec-
tion, and has satisfied the other conditions
for special enrollment under paragraph
(a)(2)(i) of this section. Therefore, if A satis-
fies the other conditions of this paragraph
(a), the plan must permit A to enroll in Op-
tion 2 as a special enrollee. (4 may also be
eligible to enroll in another group health
plan, such as a plan maintained by the em-
ployer of A’s spouse, as a special enrollee.)
The outcome would be the same if Option 1
was terminated by an issuer and the plan
made no other coverage available to A.

Example 3. (i) Facts. Individual C is covered
under a group health plan maintained by
Employer X. While covered under X’s plan, C
was eligible for but did not enroll in a plan
maintained by Employer Z, the employer of
C’s spouse. C terminates employment with X
and loses eligibility for coverage under X’s
plan. C has a special enrollment right to en-
roll in Z’s plan, but C instead elects COBRA
continuation coverage under X’s plan. C ex-
hausts COBRA continuation coverage under
X’s plan and requests special enrollment in
Z’s plan.

(ii) Conclusion. In this Example 3, C has sat-
isfied the conditions for special enrollment
under paragraph (a)(3)(iii) of this section,
and has satisfied the other conditions for
special enrollment under paragraph (a)(2)(i)
of this section. The special enrollment right
that C had into Z’s plan immediately after
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the loss of eligibility for coverage under X’s
plan was an offer of coverage under Z’s plan.
When C later exhausts COBRA coverage
under X’s plan, C has a second special enroll-
ment right in Z’s plan.

(4) Applying for special enrollment and
effective date of coverage—(i) A plan or
issuer must allow an employee a period
of at least 30 days after an event de-
scribed in paragraph (a)(3) of this sec-
tion to request enrollment (for the em-
ployee or the employee’s dependent).

(ii) Coverage must begin no later
than the first day of the first calendar
month beginning after the date the
plan or issuer receives the request for
special enrollment.

(b) Special enrollment with respect to
certain dependent beneficiaries—(1) Gen-
eral. A group health plan, and a health
insurance issuer offering health insur-
ance coverage in connection with a
group health plan, that makes cov-
erage available with respect to depend-
ents is required to permit individuals
described in paragraph (b)(2) of this
section to be enrolled for coverage in a
benefit package under the terms of the
plan. Paragraph (b)(3) of this section
describes the required special enroll-
ment period and the date by which cov-
erage must begin. The special enroll-
ment rights under this paragraph (b)
apply without regard to the dates on
which an individual would otherwise be
able to enroll under the plan.

(2) Individuals eligible for special en-
rollment. An individual is described in
this paragraph (b)(2) if the individual is
otherwise eligible for coverage in a
benefit package under the plan and if
the individual is described in paragraph
(b)(2)(1), (ii), (iii), (iv), (v), or (vi) of this
section.

(1) Current employee only. A current
employee is described in this paragraph
(b)(2)(1) if a person becomes a depend-
ent of the individual through marriage,
birth, adoption, or placement for adop-
tion.

(ii) Spouse of a participant only. An in-
dividual is described in this paragraph
(b)(2)(ii) if either—

(A) The individual becomes
spouse of a participant; or

(B) The individual is a spouse of a
participant and a child becomes a de-
pendent of the participant through

the

45 CFR Subtitle A (10-1-15 Edition)

birth, adoption, or placement for adop-
tion.

(iii) Current employee and spouse. A
current employee and an individual
who is or becomes a spouse of such an
employee, are described in this para-
graph (b)(2)(iii) if either—

(A) The employee and the spouse be-
come married; or

(B) The employee and spouse are
married and a child becomes a depend-
ent of the employee through birth,
adoption, or placement for adoption.

(iv) Dependent of a participant only.
An individual is described in this para-
graph (b)(2)(iv) if the individual is a de-
pendent (as defined in §144.103 of this
chapter) of a participant and the indi-
vidual has become a dependent of the
participant through marriage, birth,
adoption, or placement for adoption.

(v) Current employee and a new de-
pendent. A current employee and an in-
dividual who is a dependent of the em-
ployee, are described in this paragraph
(b)(2)(v) if the individual becomes a de-
pendent of the employee through mar-
riage, birth, adoption, or placement for
adoption.

(vi) Current employee, spouse, and a
new dependent. A current employee, the
employee’s spouse, and the employee’s
dependent are described in this para-
graph (b)(2)(vi) if the dependent be-
comes a dependent of the employee
through marriage, birth, adoption, or
placement for adoption.

(3) Applying for special enrollment and
effective date of coverage—(i) Request. A
plan or issuer must allow an individual
a period of at least 30 days after the
date of the marriage, birth, adoption,
or placement for adoption (or, if de-
pendent coverage is not generally made
available at the time of the marriage,
birth, adoption, or placement for adop-
tion, a period of at least 30 days after
the date the plan makes dependent cov-
erage generally available) to request
enrollment (for the individual or the
individual’s dependent).

(i1) Reasonable procedures for special
enrollment. [Reserved]

(iii) Date coverage must begin—(A)
Marriage. In the case of marriage, cov-
erage must begin no later than the
first day of the first calendar month
beginning after the date the plan or
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issuer receives the request for special
enrollment.

(B) Birth, adoption, or placement for
adoption. Coverage must begin in the
case of a dependent’s birth on the date
of birth and in the case of a depend-
ent’s adoption or placement for adop-
tion no later than the date of such
adoption or placement for adoption (or,
if dependent coverage is not made gen-
erally available at the time of the
birth, adoption, or placement for adop-
tion, the date the plan makes depend-
ent coverage available).

(4) Examples. The rules of this para-
graph (b) are illustrated by the fol-
lowing examples:

Example 1. (i) Facts. An employer maintains
a group health plan that offers all employees
employee-only coverage, employee-plus-
spouse coverage, or family coverage. Under
the terms of the plan, any employee may
elect to enroll when first hired (with cov-
erage beginning on the date of hire) or dur-
ing an annual open enrollment period held
each December (with coverage beginning the
following January 1). Employee A4 is hired on
September 3. A is married to B, and they
have no children. On March 15 in the fol-
lowing year a child C is born to 4 and B. Be-
fore that date, 4 and B have not been en-
rolled in the plan.

(ii) Conclusion. In this Example 1, the condi-
tions for special enrollment of an employee
with a spouse and new dependent under para-
graph (b)(2)(vi) of this section are satisfied.
If A satisfies the conditions of paragraph
(b)(3) of this section for requesting enroll-
ment timely, the plan will satisfy this para-
graph (b) if it allows A to enroll either with
employee-only coverage, with employee-
plus-spouse coverage (for 4 and B), or with
family coverage (for A, B, and C). The plan
must allow whatever coverage is chosen to
begin on March 15, the date of C’s birth.

Example 2. (i) Facts. Individual D works for
Employer X. X maintains a group health
plan with two benefit packages—an HMO op-
tion and an indemnity option. Self-only and
family coverage are available under both op-
tions. D enrolls for self-only coverage in the
HMO option. Then, a child, E, is placed for
adoption with D. Within 30 days of the place-
ment of E for adoption, D requests enroll-
ment for D and E under the plan’s indemnity
option.

(ii) Conclusion. In this Example 2, D and E
satisfy the conditions for special enrollment
under paragraphs (b)(2)(v) and (b)(3) of this
section. Therefore, the plan must allow D
and E to enroll in the indemnity coverage,
effective as of the date of the placement for
adoption.

§146.117

(c) Notice of special enrollment. At or
before the time an employee is ini-
tially offered the opportunity to enroll
in a group health plan, the plan must
furnish the employee with a notice of
special enrollment that complies with
the requirements of this paragraph (c).

(1) Description of special enrollment
rights. The notice of special enrollment
must include a description of special
enrollment rights. The following model
language may be used to satisfy this
requirement:

If you are declining enrollment for your-
self or your dependents (including your
spouse) because of other health insurance or
group health plan coverage, you may be able
to enroll yourself and your dependents in
this plan if you or your dependents lose eligi-
bility for that other coverage (or if the em-
ployer stops contributing towards your or
your dependents’ other coverage). However,
you must request enrollment within [insert
30 days’ or any longer period that applies
under the plan] after your or your depend-
ents’ other coverage ends (or after the em-
ployer stops contributing toward the other
coverage).

In addition, if you have a new dependent as
a result of marriage, birth, adoption, or
placement for adoption, you may be able to
enroll yourself and your dependents. How-
ever, you must request enrollment within
[insert ‘30 days’ or any longer period that
applies under the plan] after the marriage,
birth, adoption, or placement for adoption.

To request special enrollment or obtain
more information, contact [insert the name,
title, telephone number, and any additional
contact information of the appropriate plan
representative].

(2) Additional information that may be
required. The notice of special enroll-
ment must also include, if applicable,
the notice described in paragraph
(a)(3)(iv) of this section (the notice re-
quired to be furnished to an individual
declining coverage if the plan requires
the reason for declining coverage to be
in writing).

(d) Treatment of special enrollees—(1) If
an individual requests enrollment
while the individual is entitled to spe-
cial enrollment under either paragraph
(a) or (b) of this section, the individual
is a special enrollee, even if the request
for enrollment coincides with a late en-
rollment opportunity under the plan.
Therefore, the individual cannot be
treated as a late enrollee.
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(2) Special enrollees must be offered
all the benefit packages available to
similarly situated individuals who en-
roll when first eligible. For this pur-
pose, any difference in benefits or cost-
sharing requirements for different indi-
viduals constitutes a different benefit
package. In addition, a special enrollee
cannot be required to pay more for cov-
erage than a similarly situated indi-
vidual who enrolls in the same cov-
erage when first eligible.

(3) The rules of this section are illus-
trated by the following example:

Example. (i) Facts. Employer Y maintains a
group health plan that has an enrollment pe-
riod for late enrollees every November 1
through November 30 with coverage effective
the following January 1. On October 18, Indi-
vidual B loses coverage under another group
health plan and satisfies the requirements of
paragraphs (a)(2), (3), and (4) of this section.
B submits a completed application for cov-
erage on November 2.

(ii) Conclusion. In this Example, B is a spe-
cial enrollee. Therefore, even though B’s re-
quest for enrollment coincides with an open
enrollment period, B’s coverage is required
to be made effective no later than December
1 (rather than the plan’s January 1 effective
date for late enrollees).

[69 FR 78794, Dec. 30, 2004, as amended at 79
FR 10314, Feb. 24, 2014]

§146.119 HMO affiliation period as an
alternative to a preexisting condi-
tion exclusion.

The rules for HMO affiliation periods
have been superseded by the prohibi-
tion on preexisting condition exclu-
sions. See §147.108 of this subchapter for
rules prohibiting the imposition of a
preexisting condition exclusion.

[79 FR 10314, Feb. 24, 2014]

§146.120 Interaction with the Family
and Medical Leave Act. [Reserved]

§146.121 Prohibiting discrimination
against participants and bene-
ficiaries based on a health factor.

(a) Health factors. (1) The term health
factor means, in relation to an indi-
vidual, any of the following health sta-
tus-related factors:

(i) Health status;

(ii) Medical condition (including both
physical and mental illnesses), as de-
fined in §144.103 of this chapter;

(iii) Claims experience;

(iv) Receipt of health care;
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(v) Medical history;

(vi) Genetic information, as defined
in §146.122(a) of this subchapter;

(vii) Evidence of insurability; or

(viii) Disability.

(2) Evidence of
cludes—

(i) Conditions arising out of acts of
domestic violence; and

(ii) Participation in activities such
as motorcycling, snowmobiling, all-ter-
rain vehicle riding, horseback riding,
skiing, and other similar activities.

(3) The decision whether health cov-
erage is elected for an individual (in-
cluding the time chosen to enroll, such
as under special enrollment or late en-
rollment) is not, itself, within the
scope of any health factor. (However,
under §146.117, a plan or issuer must
treat special enrollees the same as
similarly situated individuals who are
enrolled when first eligible.)

(b) Prohibited discrimination in rules
for eligibility—(1) In general—42V3(4839):

As used in this part, unless the con-
text indicates otherwise—(i) A group
health plan, and a health insurance
issuer offering health insurance cov-
erage in connection with a group
health plan, may not establish any rule
for eligibility (including continued eli-
gibility) of any individual to enroll for
benefits under the terms of the plan or
group health insurance coverage that
discriminates based on any health fac-
tor that relates to that individual or a
dependent of that individual. This rule
is subject to the provisions of para-
graph (b)(2) of this section (explaining
how this rule applies to benefits), para-
graph (d) of this section (containing
rules for establishing groups of simi-
larly situated individuals), paragraph
(e) of this section (relating to non-
confinement, actively-at-work, and
other service requirements), paragraph
(f) of this section (relating to wellness
programs), and paragraph (g) of this
section (permitting favorable treat-
ment of individuals with adverse
health factors).

(ii) For purposes of this section, rules
for eligibility include, but are not lim-
ited to, rules relating to—

(A) Enrollment;

(B) The effective date of coverage;

(C) Waiting (or affiliation) periods;

(D) Late and special enrollment;

insurability in-
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(BE) Eligibility for benefit packages
(including rules for individuals to
change their selection among benefit
packages);

(F) Benefits (including rules relating
to covered benefits, benefit restric-
tions, and cost-sharing mechanisms
such as coinsurance, copayments, and
deductibles), as described in para-
graphs (b)(2) and (b)(3) of this section;

(G) Continued eligibility; and

(H) Terminating coverage (including
disenrollment) of any individual under
the plan.

(iii) The rules of this paragraph (b)(1)
are illustrated by the following exam-
ples:

Example 1. (i) Facts. An employer sponsors
a group health plan that is available to all
employees who enroll within the first 30 days
of their employment. However, employees
who do not enroll within the first 30 days
cannot enroll later unless they pass a phys-
ical examination.

(ii) Conclusion. In this Erample 1, the re-
quirement to pass a physical examination in
order to enroll in the plan is a rule for eligi-
bility that discriminates based on one or
more health factors and thus violates this
paragraph (b)(1).

Example 2. (i) Facts. Under an employer’s
group health plan, employees who enroll dur-
ing the first 30 days of employment (and dur-
ing special enrollment periods) may choose
between two benefit packages: an indemnity
option and an HMO option. However, em-
ployees who enroll during late enrollment
are permitted to enroll only in the HMO op-
tion and only if they provide evidence of
good health.

(ii) Conclusion. In this Example 2, the re-
quirement to provide evidence of good health
in order to be eligible for late enrollment in
the HMO option is a rule for eligibility that
discriminates based on one or more health
factors and thus violates this paragraph
(b)(1). However, if the plan did not require
evidence of good health but limited late en-
rollees to the HMO option, the plan’s rules
for eligibility would not discriminate based
on any health factor, and thus would not vio-
late this paragraph (b)(1), because the time
an individual chooses to enroll is not, itself,
within the scope of any health factor.

Example 3. (i) Facts. Under an employer’s
group health plan, all employees generally
may enroll within the first 30 days of em-
ployment. However, individuals who partici-
pate in certain recreational activities, in-
cluding motorcycling, are excluded from cov-
erage.

(ii) Conclusion. In this Example 3, excluding
from the plan individuals who participate in
recreational activities, such as
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motorcycling, is a rule for eligibility that
discriminates based on one or more health
factors and thus violates this paragraph
(b)(1).

Example 4. (i) Facts. A group health plan
applies for a group health policy offered by
an issuer. As part of the application, the
issuer receives health information about in-
dividuals to be covered under the plan. Indi-
vidual A is an employee of the employer
maintaining the plan. A and A’s dependents
have a history of high health claims. Based
on the information about A and A’s depend-
ents, the issuer excludes 4 and A’s depend-
ents from the group policy it offers to the
employer.

(ii) Conclusion. In this Example 4, the
issuer’s exclusion of A and A’s dependents
from coverage is a rule for eligibility that
discriminates based on one or more health
factors, and thus violates this paragraph
(b)(1). (If the employer is a small employer
under 45 CFR 144.103 (generally, an employer
with 50 or fewer employees), the issuer also
may violate 45 CFR 146.150, which requires
issuers to offer all the policies they sell in
the small group market on a guaranteed
available basis to all small employers and to
accept every eligible individual in every
small employer group.) If the plan provides
coverage through this policy and does not
provide equivalent coverage for A and A’s de-
pendents through other means, the plan will
also violate this paragraph (b)(1).

(2) Application to benefits—(i) General
rule—(A) Under this section, a group
health plan or group health insurance
issuer is not required to provide cov-
erage for any particular benefit to any
group of similarly situated individuals.

(B) However, benefits provided under
a plan must be uniformly available to
all similarly situated individuals (as
described in paragraph (d) of this sec-
tion). Likewise, any restriction on a
benefit or benefits must apply uni-
formly to all similarly situated indi-
viduals and must not be directed at in-
dividual participants or beneficiaries
based on any health factor of the par-
ticipants or beneficiaries (determined
based on all the relevant facts and cir-
cumstances). Thus, for example, a plan
may limit or exclude benefits in rela-
tion to a specific disease or condition,
limit or exclude benefits for certain
types of treatments or drugs, or limit
or exclude benefits based on a deter-
mination of whether the benefits are
experimental or not medically nec-
essary, but only if the benefit limita-
tion or exclusion applies uniformly to
all similarly situated individuals and is
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not directed at individual participants
or beneficiaries based on any health
factor of the participants or bene-
ficiaries. In addition, a plan or issuer
may require the satisfaction of a de-
ductible, copayment, coinsurance, or
other cost-sharing requirement in
order to obtain a benefit if the limit or
cost-sharing requirement applies uni-
formly to all similarly situated indi-
viduals and is not directed at indi-
vidual participants or beneficiaries
based on any health factor of the par-
ticipants or beneficiaries. In the case
of a cost-sharing requirement, see also
paragraph (b)(2)(ii) of this section,
which permits variances in the applica-
tion of a cost-sharing mechanism made
available under a wellness program.
(Whether any plan provision or prac-
tice with respect to benefits complies
with this paragraph (b)(2)(i) does not
affect whether the provision or prac-
tice is permitted under ERISA, the Af-
fordable Care Act (including the re-
quirements related to essential health
benefits), the Americans with Disabil-
ities Act, or any other law, whether
State or Federal.)

(C) For purposes of this paragraph
(b)(2)(1), a plan amendment applicable
to all individuals in one or more groups
of similarly situated individuals under
the plan and made effective no earlier
than the first day of the first plan year
after the amendment is adopted is not
considered to be directed at any indi-
vidual participants or beneficiaries.

(D) The rules of this paragraph
(b)(2)(1) are illustrated by the following
examples:

Example 1. (i) Facts. A group health plan
applies a $10,000 annual limit on a specific
covered benefit that is not an essential
health benefit to each participant or bene-
ficiary covered under the plan. The limit is
not directed at individual participants or
beneficiaries.

(ii) Conclusion. In this Example 1, the limit
does not violate this paragraph (b)(2)(i) be-
cause coverage of the specific, non-essential
health benefit up to $10,000 is available uni-
formly to each participant and beneficiary
under the plan and because the limit is ap-
plied uniformly to all participants and bene-
ficiaries and is not directed at individual
participants or beneficiaries.

Example 2. (i) Facts. A group health plan
has a $500 deductible on all benefits for par-
ticipants covered under the plan. Participant
B files a claim for the treatment of AIDS. At
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the next corporate board meeting of the plan
sponsor, the claim is discussed. Shortly
thereafter, the plan is modified to impose a
$2,000 deductible on benefits for the treat-
ment of AIDS, effective before the beginning
of the next plan year.

(ii) Conclusion. The facts of this Erxample 2
strongly suggest that the plan modification
is directed at B based on B’s claim. Absent
outweighing evidence to the contrary, the
plan violates this paragraph (b)(2)(i).

Example 3. (i) A group health plan applies
for a group health policy offered by an
issuer. Individual C is covered under the plan
and has an adverse health condition. As part
of the application, the issuer receives health
information about the individuals to be cov-
ered, including information about C’s ad-
verse health condition. The policy form of-
fered by the issuer generally provides bene-
fits for the adverse health condition that C
has, but in this case the issuer offers the
plan a policy modified by a rider that ex-
cludes benefits for C for that condition. The
exclusionary rider is made effective the first
day of the next plan year.

(ii) Conclusion. In this Example 3, the issuer
violates this paragraph (b)(2)(i) because ben-
efits for C’s condition are available to other
individuals in the group of similarly situated
individuals that includes C but are not avail-
able to C. Thus, the benefits are not uni-
formly available to all similarly situated in-
dividuals. Even though the exclusionary
rider is made effective the first day of the
next plan year, because the rider does not
apply to all similarly situated individuals,
the issuer violates this paragraph (b)(2)(1).

Example 4. (i) Facts. A group health plan
has a $2,000 lifetime limit for the treatment
of temporomandibular joint syndrome
(TMJ). The limit is applied uniformly to all
similarly situated individuals and is not di-
rected at individual participants or bene-
ficiaries.

(ii) Conclusion. In this Example 4, the limit
does not violate this paragraph (b)(2)(i) be-
cause $2,000 of benefits for the treatment of
TMJ are available uniformly to all similarly
situated individuals and a plan may limit
benefits covered in relation to a specific dis-
ease or condition if the limit applies uni-
formly to all similarly situated individuals
and is not directed at individual participants
or beneficiaries. (However, applying a life-
time limit on TMJ may violate §147.126 of
this subchapter, if TMJ coverage is an essen-
tial health benefit, depending on the essen-
tial health benefits benchmark plan as de-
fined in §156.20 of this subchapter. This ex-
ample does not address whether the plan pro-
vision is permissible under any other appli-
cable law, including PHS Act section 2711 or
the Americans with Disabilities Act.)

Example 5. (i) Facts. A group health plan
applies a $2 million lifetime limit on all ben-
efits. However, the $2 million lifetime limit
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is reduced to $10,000 for any participant or
beneficiary covered under the plan who has a
congenital heart defect.

(ii) Conclusion. In this Example 5, the lower
lifetime limit for participants and bene-
ficiaries with a congenital heart defect vio-
lates this paragraph (b)(2)(i) because benefits
under the plan are not uniformly available
to all similarly situated individuals and the
plan’s lifetime limit on benefits does not
apply uniformly to all similarly situated in-
dividuals. Additionally, this plan provision is
prohibited under §147.126 of this subchapter
because it imposes a lifetime limit on essen-
tial health benefits.

Example 6. (i) Facts. A group health plan
limits benefits for prescription drugs to
those listed on a drug formulary. The limit
is applied uniformly to all similarly situated
individuals and is not directed at individual
participants or beneficiaries.

(ii) Conclusion. In this Example 6, the exclu-
sion from coverage of drugs not listed on the
drug formulary does not violate this para-
graph (b)(2)(i) because benefits for prescrip-
tion drugs listed on the formulary are uni-
formly available to all similarly situated in-
dividuals and because the exclusion of drugs
not listed on the formulary applies uni-
formly to all similarly situated individuals
and is not directed at individual participants
or beneficiaries.

Example 7. (i) Facts. Under a group health
plan, doctor visits are generally subject to a
$250 annual deductible and 20 percent coin-
surance requirement. However, prenatal doc-
tor visits are not subject to any deductible
or coinsurance requirement. These rules are
applied uniformly to all similarly situated
individuals and are not directed at indi-
vidual participants or beneficiaries.

(ii) Conclusion. In this Example 7, imposing
different deductible and coinsurance require-
ments for prenatal doctor visits and other
visits does not violate this paragraph (b)(2)()
because a plan may establish different
deductibles or coinsurance requirements for
different services if the deductible or coin-
surance requirement is applied uniformly to
all similarly situated individuals and is not
directed at individual participants or bene-
ficiaries.

(i1) Ezxception for wellness programs. A
group health plan or group health in-
surance issuer may vary benefits, in-
cluding cost-sharing mechanisms (such
as a deductible, copayment, or coinsur-
ance), based on whether an individual
has met the standards of a wellness
program that satisfies the require-
ments of paragraph (f) of this section.

(iii) Specific rule relating to source-of-
injury exclusions—(A) If a group health
plan or group health insurance cov-
erage generally provides benefits for a
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type of injury, the plan or issuer may
not deny benefits otherwise provided
for treatment of the injury if the in-
jury results from an act of domestic vi-
olence or a medical condition (includ-
ing both physical and mental health
conditions). This rule applies in the
case of an injury resulting from a med-
ical condition even if the condition is
not diagnosed before the injury.

(B) The rules of this paragraph
(b)(2)(iii) are illustrated by the fol-
lowing examples:

Example 1. (i) Facts. A group health plan
generally provides medical/surgical benefits,
including benefits for hospital stays, that
are medically necessary. However, the plan
excludes benefits for self-inflicted injuries or
injuries sustained in connection with at-
tempted suicide. Because of depression, Indi-
vidual D attempts suicide. As a result, D sus-
tains injuries and is hospitalized for treat-
ment of the injuries. Under the exclusion,
the plan denies D benefits for treatment of
the injuries.

(ii) Conclusion. In this Example 1, the sui-
cide attempt is the result of a medical condi-
tion (depression). Accordingly, the denial of
benefits for the treatments of D’s injuries
violates the requirements of this paragraph
(b)(2)(iii) because the plan provision excludes
benefits for treatment of an injury resulting
from a medical condition.

Example 2. (i) Facts. A group health plan
provides benefits for head injuries generally.
The plan also has a general exclusion for any
injury sustained while participating in any
of a number of recreational activities, in-
cluding bungee jumping. However, this ex-
clusion does not apply to any injury that re-
sults from a medical condition (nor from do-
mestic violence). Participant E sustains a
head injury while bungee jumping. The in-
jury did not result from a medical condition
(nor from domestic violence). Accordingly,
the plan denies benefits for E’s head injury.

(ii) Conclusion. In this Example 2, the plan
provision that denies benefits based on the
source of an injury does not restrict benefits
based on an act of domestic violence or any
medical condition. Therefore, the provision
is permissible under this paragraph (b)(2)(iii)
and does not violate this section. (However,
if the plan did not allow E to enroll in the
plan (or applied different rules for eligibility
to E) because E frequently participates in
bungee jumping, the plan would violate para-
graph (b)(1) of this section.)

(c) Prohibited discrimination in pre-
miums or contributions—(1) In general—
(i) A group health plan, and a health
insurance issuer offering health insur-
ance coverage in connection with a
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group health plan, may not require an
individual, as a condition of enroll-
ment or continued enrollment under
the plan or group health insurance cov-
erage, to pay a premium or contribu-
tion that is greater than the premium
or contribution for a similarly situated
individual (described in paragraph (d)
of this section) enrolled in the plan or
group health insurance coverage based
on any health factor that relates to the
individual or a dependent of the indi-
vidual.

(ii) Discounts, rebates, payments in
kind, and any other premium differen-
tial mechanisms are taken into ac-
count in determining an individual’s
premium or contribution rate. (For
rules relating to cost-sharing mecha-
nisms, see paragraph (b)(2) of this sec-
tion (addressing benefits).)

(2) Rules relating to premium rates—(i)
Group rating based on health factors not
restricted under this section. Nothing in
this section restricts the aggregate
amount that an employer may be
charged for coverage under a group
health plan. But see §146.122(b) of this
part, which prohibits adjustments in
group premium or contribution rates
based on genetic information.

(ii) List billing based on a health factor
prohibited. However, a group health in-
surance issuer, or a group health plan,
may not quote or charge an employer
(or an individual) a different premium
for an individual in a group of simi-
larly situated individuals based on a
health factor. (But see paragraph (g) of
this section permitting favorable treat-
ment of individuals with adverse
health factors.)

(iii) Examples. The rules of this para-
graph (c)(2) are illustrated by the fol-
lowing examples:

Example 1. (i) Facts. An employer sponsors
a group health plan and purchases coverage
from a health insurance issuer. In order to
determine the premium rate for the upcom-
ing plan year, the issuer reviews the claims
experience of individuals covered under the
plan. The issuer finds that Individual F had
significantly higher claims experience than
similarly situated individuals in the plan.
The issuer quotes the plan a higher per-par-
ticipant rate because of F’s claims experi-
ence.

(ii) Conclusion. In this Example 1, the issuer
does not violate the provisions of this para-
graph (c)(2) because the issuer blends the
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rate so that the employer is not quoted a
higher rate for F than for a similarly situ-
ated individual based on F’s claims experi-
ence. (However, if the issuer used genetic in-
formation in computing the group rate, it
would violate §146.122(b) of this part.)

Example 2. (i) Facts. Same facts as Example
1, except that the issuer quotes the employer
a higher premium rate for F, because of F’s
claims experience, than for a similarly situ-
ated individual.

(ii) Conclusion. In this Example 2, the issuer
violates this paragraph (c)(2). Moreover, even
if the plan purchased the policy based on the
quote but did not require a higher partici-
pant contribution for F than for a similarly
situated individual, the issuer would still
violate this paragraph (c)(2) (but in such a
case the plan would not violate this para-
graph (¢)(2)).

(3) Exception for wellness programs.
Notwithstanding paragraphs (c)(1) and
(c)(2) of this section, a plan or issuer
may vary the amount of premium or
contribution it requires similarly situ-
ated individuals to pay based on wheth-
er an individual has met the standards
of a wellness program that satisfies the
requirements of paragraph (f) of this
section.

(d) Similarly situated individuals. The
requirements of this section apply only
within a group of individuals who are
treated as similarly situated individ-
uals. A plan or issuer may treat par-
ticipants as a group of similarly situ-
ated individuals separate from bene-
ficiaries. In addition, participants may
be treated as two or more distinct
groups of similarly situated individuals
and beneficiaries may be treated as two
or more distinct groups of similarly
situated individuals in accordance with
the rules of this paragraph (d). More-
over, if individuals have a choice of two
or more benefit packages, individuals
choosing one benefit package may be
treated as one or more groups of simi-
larly situated individuals distinct from
individuals choosing another benefit
package.

(1) Participants. Subject to paragraph
(d)(3) of this section, a plan or issuer
may treat participants as two or more
distinct groups of similarly situated in-
dividuals if the distinction between or
among the groups of participants is
based on a bona fide employment-based
classification consistent with the em-
ployer’s usual business practice.
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Whether an employment-based classi-
fication is bona fide is determined on
the basis of all the relevant facts and
circumstances. Relevant facts and cir-
cumstances include whether the em-
ployer uses the classification for pur-
poses independent of qualification for
health coverage (for example, deter-
mining eligibility for other employee
benefits or determining other terms of
employment). Subject to paragraph
(d)(3) of this section, examples of clas-
sifications that, based on all the rel-
evant facts and circumstances, may be
bona fide include full-time versus part-
time status, different geographic loca-
tion, membership in a collective bar-
gaining unit, date of hire, length of
service, current employee versus
former employee status, and different
occupations. However, a classification
based on any health factor is not a
bona fide employment-based classifica-
tion, unless the requirements of para-
graph (g) of this section are satisfied
(permitting favorable treatment of in-
dividuals with adverse health factors).

(2) Beneficiaries—(i) Subject to para-
graph (d)(3) of this section, a plan or
issuer may treat beneficiaries as two or
more distinct groups of similarly situ-
ated individuals if the distinction be-
tween or among the groups of bene-
ficiaries is based on any of the fol-
lowing factors:

(A) A bona fide employment-based
classification of the participant
through whom the beneficiary is re-
ceiving coverage;

(B) Relationship to the participant
(for example, as a spouse or as a de-
pendent child);

(C) Marital status;

(D) With respect to children of a par-
ticipant, age or student status; or

(E) Any other factor if the factor is
not a health factor.

(ii) Paragraph (d)(2)(i) of this section
does not prevent more favorable treat-
ment of individuals with adverse
health factors in accordance with para-
graph (g) of this section.

(3) Discrimination directed at individ-
uals. Notwithstanding paragraphs (d)(1)
and (d)(2) of this section, if the cre-
ation or modification of an employ-
ment or coverage classification is di-
rected at individual participants or
beneficiaries based on any health fac-
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tor of the participants or beneficiaries,
the classification is not permitted
under this paragraph (d), unless it is
permitted under paragraph (g) of this
section (permitting favorable treat-
ment of individuals with adverse
health factors). Thus, if an employer
modified an employment-based classi-
fication to single out, based on a
health factor, individual participants
and beneficiaries and deny them health
coverage, the new classification would
not be permitted under this section.

(4) Examples. The rules of this para-
graph (d) are illustrated by the fol-
lowing examples:

Example 1. (i) Facts. An employer sponsors
a group health plan for full-time employees
only. Under the plan (consistent with the
employer’s usual business practice), employ-
ees who normally work at least 30 hours per
week are considered to be working full-time.
Other employees are considered to be work-
ing part-time. There is no evidence to sug-
gest that the classification is directed at in-
dividual participants or beneficiaries.

(ii) Conclusion. In this Example 1, treating
the full-time and part-time employees as two
separate groups of similarly situated individ-
uals is permitted under this paragraph (d)
because the classification is bona fide and is
not directed at individual participants or
beneficiaries.

Example 2. (i) Facts. Under a group health
plan, coverage is made available to employ-
ees, their spouses, and their children. How-
ever, coverage is made available to a child
only if the child is under age 26 (or under age
29 if the child is continuously enrolled full-
time in an institution of higher learning
(full-time students)). There is no evidence to
suggest that these classifications are di-
rected at individual participants or bene-
ficiaries.

(ii) Conclusion. In this Example 2, treating
spouses and children differently by imposing
an age limitation on children, but not on
spouses, is permitted under this paragraph
(d). Specifically, the distinction between
spouses and children is permitted under
paragraph (d)(2) of this section and is not
prohibited under paragraph (d)(3) of this sec-
tion because it is not directed at individual
participants or beneficiaries. It is also per-
missible to treat children who are under age
26 (or full-time students under age 29) as a
group of similarly situated individuals sepa-
rate from those who are age 26 or older (or
age 29 or older if they are not full-time stu-
dents) because the classification is permitted
under paragraph (d)(2) of this section and is
not directed at individual participants or
beneficiaries.
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Example 3. (i) Facts. A university sponsors
a group health plan that provides one health
benefit package to faculty and another
health benefit package to other staff. Fac-
ulty and staff are treated differently with re-
spect to other employee benefits such as re-
tirement benefits and leaves of absence.
There is no evidence to suggest that the dis-
tinction is directed at individual partici-
pants or beneficiaries.

(ii) Conclusion. In this Example 3, the classi-
fication is permitted under this paragraph
(d) because there is a distinction based on a
bona fide employment-based classification
consistent with the employer’s usual busi-
ness practice and the distinction is not di-
rected at individual participants and bene-
ficiaries.

Example 4. (i) Facts. An employer sponsors
a group health plan that is available to all
current employees. Former employees may
also be eligible, but only if they complete a
specified number of years of service, are en-
rolled under the plan at the time of termi-
nation of employment, and are continuously
enrolled from that date. There is no evidence
to suggest that these distinctions are di-
rected at individual participants or bene-
ficiaries.

(ii) Conclusion. In this Example 4, imposing
additional eligibility requirements on former
employees is permitted because a classifica-
tion that distinguishes between current and
former employees is a bona fide employ-
ment-based classification that is permitted
under this paragraph (d), provided that it is
not directed at individual participants or
beneficiaries. In addition, it is permissible to
distinguish between former employees who
satisfy the service requirement and those
who do not, provided that the distinction is
not directed at individual participants or
beneficiaries. (However, former employees
who do not satisfy the eligibility criteria
may, nonetheless, be eligible for continued
coverage pursuant to a COBRA continuation
provision or similar State law.)

Example 5. (i) Facts. An employer sponsors
a group health plan that provides the same
benefit package to all seven employees of the
employer. Six of the seven employees have
the same job title and responsibilities, but
Employee G has a different job title and dif-
ferent responsibilities. After G files an ex-
pensive claim for benefits under the plan,
coverage under the plan is modified so that
employees with G’s job title receive a dif-
ferent benefit package that includes a higher
deductible than in the benefit package made
available to the other six employees.

(ii) Conclusion. Under the facts of this Ezx-
ample 5, changing the coverage classification
for G based on the existing employment clas-
sification for G is not permitted under this
paragraph (d) because the creation of the
new coverage classification for G is directed
at G based on one or more health factors.

45 CFR Subtitle A (10-1-15 Edition)

(e) Nonconfinement and actively-at-
work provisions—(1) Nonconfinement pro-
visions—(1) General rule. Under the rules
of paragraphs (b) and (c) of this sec-
tion, a plan or issuer may not establish
a rule for eligibility (as described in
paragraph (b)(1)(ii) of this section) or
set any individual’s premium or con-
tribution rate based on whether an in-
dividual is confined to a hospital or
other health care institution. In addi-
tion, under the rules of paragraphs (b)
and (c) of this section, a plan or issuer
may not establish a rule for eligibility
or set any individual’s premium or con-
tribution rate based on an individual’s
ability to engage in normal life activi-
ties, except to the extent permitted
under paragraphs (e)(2)(ii) and (e)(3) of
this section (permitting plans and
issuers, under certain circumstances,
to distinguish among employees based
on the performance of services).

(ii) Examples. The rules of this para-
graph (e)(1) are illustrated by the fol-
lowing examples:

Example 1. (i) Facts. Under a group health
plan, coverage for employees and their de-
pendents generally becomes effective on the
first day of employment. However, coverage
for a dependent who is confined to a hospital
or other health care institution does not be-
come effective until the confinement ends.

(ii) Conclusion. In this Example 1, the plan
violates this paragraph (e)(1) because the
plan delays the effective date of coverage for
dependents based on confinement to a hos-
pital or other health care institution.

Example 2. (i) Facts. In previous years, a
group health plan has provided coverage
through a group health insurance policy of-
fered by Issuer M. However, for the current
year, the plan provides coverage through a
group health insurance policy offered by
Issuer N. Under Issuer N’s policy, items and
services provided in connection with the con-
finement of a dependent to a hospital or
other health care institution are not covered
if the confinement is covered under an exten-
sion of benefits clause from a previous health
insurance issuer.

(ii) Conclusion. In this Example 2, Issuer N
violates this paragraph (e)(1) because the
group health insurance coverage restricts
benefits (a rule for eligibility under para-
graph (b)(1)) based on whether a dependent is
confined to a hospital or other health care
institution that is covered under an exten-
sion of benefits clause from a previous
issuer. State law cannot change the obliga-
tion of Issuer N under this section. However,
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under State law Issuer M may also be re-
sponsible for providing benefits to such a de-
pendent. In a case in which Issuer N has an
obligation under this section to provide ben-
efits and Issuer M has an obligation under
State law to provide benefits, any State laws
designed to prevent more than 100% reim-
bursement, such as State coordination-of-
benefits laws, continue to apply.

(2) Actively-at-work and continuous
service provisions—(i) General rule—(A)
Under the rules of paragraphs (b) and
(c) of this section and subject to the ex-
ception for the first day of work de-
scribed in paragraph (e)(2)(ii) of this
section, a plan or issuer may not estab-
lish a rule for eligibility (as described
in paragraph (b)(1)(ii) of this section)
or set any individual’s premium or con-
tribution rate based on whether an in-
dividual is actively at work (including
whether an individual is continuously
employed), unless absence from work
due to any health factor (such as being
absent from work on sick leave) is
treated, for purposes of the plan or
health insurance coverage, as being ac-
tively at work.

(B) The rules of this paragraph
(e)(2)(i) are illustrated by the following
examples:

Example 1. (i) Facts. Under a group health
plan, an employee generally becomes eligible
to enroll 30 days after the first day of em-
ployment. However, if the employee is not
actively at work on the first day after the
end of the 30-day period, then eligibility for
enrollment is delayed until the first day the
employee is actively at work.

(ii) Conclusion. In this Example 1, the plan
violates this paragraph (e)(2) (and thus also
violates paragraph (b) of this section). How-
ever, the plan would not violate paragraph
(e)(2) or (b) of this section if, under the plan,
an absence due to any health factor is con-
sidered being actively at work.

Example 2. (i) Facts. Under a group health
plan, coverage for an employee becomes ef-
fective after 90 days of continuous service;
that is, if an employee is absent from work
(for any reason) before completing 90 days of
service, the beginning of the 90-day period is
measured from the day the employee returns
to work (without any credit for service be-
fore the absence).

(ii) Conclusion. In this Example 2, the plan
violates this paragraph (e)(2) (and thus also
paragraph (b) of this section) because the 90-
day continuous service requirement is a rule
for eligibility based on whether an individual
is actively at work. However, the plan would
not violate this paragraph (e)(2) or paragraph
(b) of this section if, under the plan, an ab-
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sence due to any health factor is not consid-
ered an absence for purposes of measuring 90
days of continuous service. (In addition, any
eligibility provision that is time-based must
comply with the requirements of PHS Act
section 2708 and its implementing regula-
tions.)

(ii) Exception for the first day of
work—(A) Notwithstanding the general
rule in paragraph (e)(2)(i) of this sec-
tion, a plan or issuer may establish a
rule for eligibility that requires an in-
dividual to begin work for the em-
ployer sponsoring the plan (or, in the
case of a multiemployer plan, to begin
a job in covered employment) before
coverage becomes effective, provided
that such a rule for eligibility applies
regardless of the reason for the ab-
sence.

(B) The rules of this paragraph
(e)(2)(ii) are illustrated by the fol-
lowing examples:

Example 1. (i) Facts. Under the eligibility
provision of a group health plan, coverage
for new employees becomes effective on the
first day that the employee reports to work.
Individual H is scheduled to begin work on
August 3. However, H is unable to begin work
on that day because of illness. H begins
working on August 4, and H’s coverage is ef-
fective on August 4.

(ii) Conclusion. In this Erxample 1, the plan
provision does not violate this section. How-
ever, if coverage for individuals who do not
report to work on the first day they were
scheduled to work for a reason unrelated to
a health factor (such as vacation or bereave-
ment) becomes effective on the first day
they were scheduled to work, then the plan
would violate this section.

Example 2. (i) Facts. Under a group health
plan, coverage for new employees becomes
effective on the first day of the month fol-
lowing the employee’s first day of work, re-
gardless of whether the employee is actively
at work on the first day of the month. Indi-
vidual J is scheduled to begin work on March
24. However, J is unable to begin work on
March 24 because of illness. J begins working
on April 7 and J’s coverage is effective May
1.

(ii) Conclusion. In this Example 2, the plan
provision does not violate this section. How-
ever, as in Example 1, if coverage for individ-
uals absent from work for reasons unrelated
to a health factor became effective despite
their absence, then the plan would violate
this section.

(3) Relationship to plan provisions de-
fining similarly situated individuals—()
Notwithstanding the rules of para-
graphs (e)(1) and (e)(2) of this section, a
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plan or issuer may establish rules for
eligibility or set any individual’s pre-
mium or contribution rate in accord-
ance with the rules relating to simi-
larly situated individuals in paragraph
(d) of this section. Accordingly, a plan
or issuer may distinguish in rules for
eligibility under the plan between full-
time and part-time employees, between
permanent and temporary or seasonal
employees, between current and former
employees, and between employees cur-
rently performing services and employ-
ees no longer performing services for
the employer, subject to paragraph (d)
of this section. However, other Federal
or State laws (including the COBRA
continuation provisions and the Fam-
ily and Medical Leave Act of 1993) may
require an employee or the employee’s
dependents to be offered coverage and
set limits on the premium or contribu-
tion rate even though the employee is
not performing services.

(ii) The rules of this paragraph (e)(3)
are illustrated by the following exam-
ples:

Example 1. (i) Facts. Under a group health
plan, employees are eligible for coverage if
they perform services for the employer for 30
or more hours per week or if they are on paid
leave (such as vacation, sick, or bereavement
leave). Employees on unpaid leave are treat-
ed as a separate group of similarly situated
individuals in accordance with the rules of
paragraph (d) of this section.

(ii) Conclusion. In this Example 1, the plan
provisions do not violate this section. How-
ever, if the plan treated individuals per-
forming services for the employer for 30 or
more hours per week, individuals on vaca-
tion leave, and individuals on bereavement
leave as a group of similarly situated indi-
viduals separate from individuals on sick
leave, the plan would violate this paragraph
(e) (and thus also would violate paragraph (b)
of this section) because groups of similarly
situated individuals cannot be established
based on a health factor (including the tak-
ing of sick leave) under paragraph (d) of this
section.

Example 2. (i) Facts. To be eligible for cov-
erage under a bona fide collectively bar-
gained group health plan in the current cal-
endar quarter, the plan requires an indi-
vidual to have worked 250 hours in covered
employment during the three-month period
that ends one month before the beginning of
the current calendar quarter. The distinction
between employees working at least 250
hours and those working less than 250 hours
in the earlier three-month period is not di-
rected at individual participants or bene-

45 CFR Subtitle A (10-1-15 Edition)

ficiaries based on any health factor of the
participants or beneficiaries.

(ii) Conclusion. In this Erample 2, the plan
provision does not violate this section be-
cause, under the rules for similarly situated
individuals allowing full-time employees to
be treated differently than part-time em-
ployees, employees who work at least 250
hours in a three-month period can be treated
differently than employees who fail to work
250 hours in that period. The result would be
the same if the plan permitted individuals to
apply excess hours from previous periods to
satisfy the requirement for the current quar-
ter.

Example 3. (i) Facts. Under a group health
plan, coverage of an employee is terminated
when the individual’s employment is termi-
nated, in accordance with the rules of para-
graph (d) of this section. Employee B has
been covered under the plan. B experiences a
disabling illness that prevents B from work-
ing. B takes a leave of absence under the
Family and Medical Leave Act of 1993. At the
end of such leave, B terminates employment
and consequently loses coverage under the
plan. (This termination of coverage is with-
out regard to whatever rights the employee
(or members of the employee’s family) may
have for COBRA continuation coverage.)

(ii) Conclusion. In this Erample 3, the plan
provision terminating B’s coverage upon B’S
termination of employment does not violate
this section.

Example 4. (i) Facts. Under a group health
plan, coverage of an employee is terminated
when the employee ceases to perform serv-
ices for the employer sponsoring the plan, in
accordance with the rules of paragraph (d) of
this section. Employee C is laid off for three
months. When the layoff begins, C’s coverage
under the plan is terminated. (This termi-
nation of coverage is without regard to
whatever rights the employee (or members of
the employee’s family) may have for COBRA
continuation coverage.)

(ii) Conclusion. In this Example 4, the plan
provision terminating C’s coverage upon the
cessation of C’s performance of services does
not violate this section.

(f) Nondiscriminatory wellness pro-
grams—in general. A wellness program
is a program of health promotion or
disease prevention. Paragraphs
(b)(2)(i1) and (c)(3) of this section pro-
vide exceptions to the general prohibi-
tions against discrimination based on a
health factor for plan provisions that
vary benefits (including cost-sharing
mechanisms) or the premium or con-
tribution for similarly situated indi-
viduals in connection with a wellness
program that satisfies the require-
ments of this paragraph (f).
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(1) Definitions. The definitions in this
paragraph (f)(1) govern in applying the
provisions of this paragraph (f).

(i) Reward. Except where expressly
provided otherwise, references in this
section to an individual obtaining a re-
ward include both obtaining a reward
(such as a discount or rebate of a pre-
mium or contribution, a waiver of all
or part of a cost-sharing mechanism,
an additional benefit, or any financial
or other incentive) and avoiding a pen-
alty (such as the absence of a premium
surcharge or other financial or non-
financial disincentive). References in
this section to a plan providing a re-
ward include both providing a reward
(such as a discount or rebate of a pre-
mium or contribution, a waiver of all
or part of a cost-sharing mechanism,
an additional benefit, or any financial
or other incentive) and imposing a pen-
alty (such as a surcharge or other fi-
nancial or nonfinancial disincentive).

(ii) Participatory wellness programs. If
none of the conditions for obtaining a
reward under a wellness program is
based on an individual satisfying a
standard that is related to a health fac-
tor (or if a wellness program does not
provide a reward), the wellness pro-
gram is a participatory wellness pro-
gram. Examples of participatory
wellness programs are:

(A) A program that reimburses em-
ployees for all or part of the cost for
membership in a fitness center.

(B) A diagnostic testing program
that provides a reward for participa-
tion in that program and does not base
any part of the reward on outcomes.

(C) A program that encourages pre-
ventive care through the waiver of the
copayment or deductible requirement
under a group health plan for the costs
of, for example, prenatal care or well-
baby visits. (Note that, with respect to
non-grandfathered plans, §147.130 of
this subchapter requires benefits for
certain preventive health services
without the imposition of cost shar-
ing.)

(D) A program that reimburses em-
ployees for the costs of participating,
or that otherwise provides a reward for
participating, in a smoking cessation
program without regard to whether the
employee quits smoking.
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(E) A program that provides a reward
to employees for attending a monthly,
no-cost health education seminar.

(F) A program that provides a reward
to employees who complete a health
risk assessment regarding current
health status, without any further ac-
tion (educational or otherwise) re-
quired by the employee with regard to
the health issues identified as part of
the assessment. (See also §146.122 for
rules prohibiting collection of genetic
information.)

(iii) Health-contingent wellness pro-
grams. A health-contingent wellness
program is a program that requires an
individual to satisfy a standard related
to a health factor to obtain a reward
(or requires an individual to undertake
more than a similarly situated indi-
vidual based on a health factor in order
to obtain the same reward). A health-
contingent wellness program may be
an activity-only wellness program or
an outcome-based wellness program.

(iv) Activity-only wellness programs.
An activity-only wellness program is a
type of health-contingent wellness pro-
gram that requires an individual to
perform or complete an activity re-
lated to a health factor in order to ob-
tain a reward but does not require the
individual to attain or maintain a spe-
cific health outcome. Examples include
walking, diet, or exercise programs,
which some individuals may be unable
to participate in or complete (or have
difficulty participating in or com-
pleting) due to a health factor, such as
severe asthma, pregnancy, or a recent
surgery. See paragraph (f)(3) of this sec-
tion for requirements applicable to ac-
tivity-only wellness programs.

(v) Outcome-based wellness programs.
An outcome-based wellness program is
a type of health-contingent wellness
program that requires an individual to
attain or maintain a specific health
outcome (such as not smoking or at-
taining certain results on biometric
screenings) in order to obtain a reward.
To comply with the rules of this para-
graph (f), an outcome-based wellness
program typically has two tiers. That
is, for individuals who do not attain or
maintain the specific health outcome,
compliance with an educational pro-
gram or an activity may be offered as
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an alternative to achieve the same re-
ward. This alternative pathway, how-
ever, does not mean that the overall
program, which has an outcome-based
component, is not an outcome-based
wellness program. That is, if a meas-
urement, test, or screening is used as
part of an initial standard and individ-
uals who meet the standard are grant-
ed the reward, the program is consid-
ered an outcome-based wellness pro-
gram. For example, if a wellness pro-
gram tests individuals for specified
medical conditions or risk factors (in-
cluding biometric screening such as
testing for high cholesterol, high blood
pressure, abnormal body mass index, or
high glucose level) and provides a re-
ward to individuals identified as within
a normal or healthy range for these
medical conditions or risk factors,
while requiring individuals who are
identified as outside the normal or
healthy range (or at risk) to take addi-
tional steps (such as meeting with a
health coach, taking a health or fitness
course, adhering to a health improve-
ment action plan, complying with a
walking or exercise program, or com-
plying with a health care provider’s
plan of care) to obtain the same re-
ward, the program is an outcome-based
wellness program. See paragraph (f)(4)
of this section for requirements appli-
cable to outcome-based wellness pro-
grams.

(2)  Requirement for participatory
wellness programs. A participatory
wellness program, as described in para-
graph (f)(1)(ii) of this section, does not
violate the provisions of this section
only if participation in the program is
made available to all similarly situ-
ated individuals, regardless of health
status.

(3) Requirements for activity-only
wellness programs. A health-contingent
wellness program that is an activity-
only wellness program, as described in
paragraph (f)(1)(iv) of this section, does
not violate the provisions of this sec-
tion only if all of the following require-
ments are satisfied:

(i) Frequency of opportunity to qualify.
The program must give individuals eli-
gible for the program the opportunity
to qualify for the reward under the pro-
gram at least once per year.
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(ii) Size of reward. The reward for the
activity-only wellness program, to-
gether with the reward for other
health-contingent wellness programs
with respect to the plan, must not ex-
ceed the applicable percentage (as de-
fined in paragraph (f)(5) of this section)
of the total cost of employee-only cov-
erage under the plan. However, if, in
addition to employees, any class of de-
pendents (such as spouses, or spouses
and dependent children) may partici-
pate in the wellness program, the re-
ward must not exceed the applicable
percentage of the total cost of the cov-
erage in which an employee and any
dependents are enrolled. For purposes
of this paragraph (£)(3)(ii), the cost of
coverage is determined based on the
total amount of employer and em-
ployee contributions towards the cost
of coverage for the benefit package
under which the employee is (or the
employee and any dependents are) re-
ceiving coverage.

(iii) Reasonable design. The program
must be reasonably designed to pro-
mote health or prevent disease. A pro-
gram satisfies this standard if it has a
reasonable chance of improving the
health of, or preventing disease in, par-
ticipating individuals, and it is not
overly burdensome, is not a subterfuge
for discriminating based on a health
factor, and is not highly suspect in the
method chosen to promote health or
prevent disease. This determination is
based on all the relevant facts and cir-
cumstances.

(iv) Uniform availability and reasonable
alternative standards. The full reward
under the activity-only wellness pro-
gram must be available to all similarly
situated individuals.

(A) Under this paragraph (£)(3)(iv), a
reward under an activity-only wellness
program is not available to all simi-
larly situated individuals for a period
unless the program meets both of the
following requirements:

(I) The program allows a reasonable
alternative standard (or waiver of the
otherwise applicable standard) for ob-
taining the reward for any individual
for whom, for that period, it is unrea-
sonably difficult due to a medical con-
dition to satisfy the otherwise applica-
ble standard; and

726



Department of Health and Human Services

(2) The program allows a reasonable
alternative standard (or waiver of the
otherwise applicable standard) for ob-
taining the reward for any individual
for whom, for that period, it is medi-
cally inadvisable to attempt to satisfy
the otherwise applicable standard.

(B) While plans and issuers are not
required to determine a particular rea-
sonable alternative standard in ad-
vance of an individual’s request for
one, if an individual is described in ei-
ther paragraph (£)(3)(iv)(A)(I) or (2) of
this section, a reasonable alternative
standard must be furnished by the plan
or issuer upon the individual’s request
or the condition for obtaining the re-
ward must be waived.

(C) All the facts and circumstances
are taken into account in determining
whether a plan or issuer has furnished
a reasonable alternative standard, in-
cluding but not limited to the fol-
lowing:

(I) If the reasonable alternative
standard is completion of an edu-
cational program, the plan or issuer
must make the educational program
available or assist the employee in
finding such a program (instead of re-
quiring an individual to find such a
program unassisted), and may not re-
quire an individual to pay for the cost
of the program.

(2) The time commitment required
must be reasonable (for example, re-
quiring attendance nightly at a one-
hour class would be unreasonable).

(3) If the reasonable alternative
standard is a diet program, the plan or
issuer is not required to pay for the
cost of food but must pay any member-
ship or participation fee.

(4) If an individual’s personal physi-
cian states that a plan standard (in-
cluding, if applicable, the recommenda-
tions of the plan’s medical profes-
sional) is not medically appropriate for
that individual, the plan or issuer must
provide a reasonable alternative stand-
ard that accommodates the rec-
ommendations of the individual’s per-
sonal physician with regard to medical
appropriateness. Plans and issuers may
impose standard cost sharing under the
plan or coverage for medical items and
services furnished pursuant to the phy-
sician’s recommendations.
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(D) To the extent that a reasonable
alternative standard under an activity-
only wellness program is, itself, an ac-
tivity-only wellness program, it must
comply with the requirements of this
paragraph (f)(3) in the same manner as
if it were an initial program standard.
(Thus, for example, if a plan or issuer
provides a walking program as a rea-
sonable alternative standard to a run-
ning program, individuals for whom it
is unreasonably difficult due to a med-
ical condition to complete the walking
program (or for whom it is medically
inadvisable to attempt to complete the
walking program) must be provided a
reasonable alternative standard to the
walking program.) To the extent that a
reasonable alternative standard under
an activity-only wellness program is,
itself, an outcome-based wellness pro-
gram, it must comply with the require-
ments of paragraph (f)(4) of this sec-
tion, including paragraph (f)(4)(iv)(D).

(E) If reasonable under the cir-
cumstances, a plan or issuer may seek
verification, such as a statement from
an individual’s personal physician, that
a health factor makes it unreasonably
difficult for the individual to satisfy,
or medically inadvisable for the indi-
vidual to attempt to satisfy, the other-
wise applicable standard of an activity-
only wellness program. Plans and
issuers may seek verification with re-
spect to requests for a reasonable alter-
native standard for which it is reason-
able to determine that medical judg-
ment is required to evaluate the valid-
ity of the request.

(v) Notice of availability of reasonable
alternative standard. The plan or issuer
must disclose in all plan materials de-
scribing the terms of an activity-only
wellness program the availability of a
reasonable alternative standard to
qualify for the reward (and, if applica-
ble, the possibility of waiver of the oth-
erwise applicable standard), including
contact information for obtaining a
reasonable alternative standard and a
statement that recommendations of an
individual’s personal physician will be
accommodated. If plan materials mere-
ly mention that such a program is
available, without describing its terms,
this disclosure is not required. Sample
language is provided in paragraph (f)(6)
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of this section, as well as in certain ex-
amples of this section.

(vi) Example. The provisions of this
paragraph (f)(3) are illustrated by the
following example:

Example. (i) Facts. A group health plan pro-
vides a reward to individuals who participate
in a reasonable specified walking program. If
it is unreasonably difficult due to a medical
condition for an individual to participate (or
if it is medically inadvisable for an indi-
vidual to attempt to participate), the plan
will waive the walking program requirement
and provide the reward. All materials de-
scribing the terms of the walking program
disclose the availability of the waiver.

(ii) Conclusion. In this Example, the pro-
gram satisfies the requirements of paragraph
(£)(3)(iii) of this section because the walking
program is reasonably designed to promote
health and prevent disease. The program sat-
isfies the requirements of paragraph (f)(3)(iv)
of this section because the reward under the
program is available to all similarly situated
individuals. It accommodates individuals for
whom it is unreasonably difficult to partici-
pate in the walking program due to a med-
ical condition (or for whom it would be medi-
cally inadvisable to attempt to participate)
by providing them with the reward even if
they do not participate in the walking pro-
gram (that is, by waiving the condition). The
plan also complies with the disclosure re-
quirement of paragraph (f)(3)(v) of this sec-
tion. Thus, the plan satisfies paragraphs
(£)(3)(iii), (iv), and (v) of this section.

(4) Requirements for outcome-based
wellness programs. A health-contingent
wellness program that is an outcome-
based wellness program, as described in
paragraph (f)(1)(v) of this section, does
not violate the provisions of this sec-
tion only if all of the following require-
ments are satisfied:

(i) Frequency of opportunity to qualify.
The program must give individuals eli-
gible for the program the opportunity
to qualify for the reward under the pro-
gram at least once per year.

(ii) Size of reward. The reward for the
outcome-based wellness program, to-
gether with the reward for other
health-contingent wellness programs
with respect to the plan, must not ex-
ceed the applicable percentage (as de-
fined in paragraph (f)(5) of this section)
of the total cost of employee-only cov-
erage under the plan. However, if, in
addition to employees, any class of de-
pendents (such as spouses, or spouses
and dependent children) may partici-
pate in the wellness program, the re-
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ward must not exceed the applicable
percentage of the total cost of the cov-
erage in which an employee and any
dependents are enrolled. For purposes
of this paragraph (f)(4)(ii), the cost of
coverage is determined based on the
total amount of employer and em-
ployee contributions towards the cost
of coverage for the benefit package
under which the employee is (or the
employee and any dependents are) re-
ceiving coverage.

(iii) Reasonable design. The program
must be reasonably designed to pro-
mote health or prevent disease. A pro-
gram satisfies this standard if it has a
reasonable chance of improving the
health of, or preventing disease in, par-
ticipating individuals, and it is not
overly burdensome, is not a subterfuge
for discriminating based on a health
factor, and is not highly suspect in the
method chosen to promote health or
prevent disease. This determination is
based on all the relevant facts and cir-
cumstances. To ensure that an out-
come-based wellness program is rea-
sonably designed to improve health and
does not act as a subterfuge for under-
writing or reducing benefits based on a
health factor, a reasonable alternative
standard to qualify for the reward
must be provided to any individual who
does not meet the initial standard
based on a measurement, test, or
screening that is related to a health
factor, as explained in paragraph
(f)(4)(iv) of this section.

(iv) Uniform availability and reasonable
alternative standards. The full reward
under the outcome-based wellness pro-
gram must be available to all similarly
situated individuals.

(A) Under this paragraph (f)(4)(iv), a
reward under an outcome-based
wellness program is not available to all
similarly situated individuals for a pe-
riod unless the program allows a rea-
sonable alternative standard (or waiver
of the otherwise applicable standard)
for obtaining the reward for any indi-
vidual who does not meet the initial
standard based on the measurement,
test, or screening, as described in this
paragraph (£)(4)(iv).

(B) While plans and issuers are not
required to determine a particular rea-
sonable alternative standard in ad-
vance of an individual’s request for
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one, if an individual is described in
paragraph (f)(4)(iv)(A) of this section, a
reasonable alternative standard must
be furnished by the plan or issuer upon
the individual’s request or the condi-
tion for obtaining the reward must be
waived.

(C) All the facts and circumstances
are taken into account in determining
whether a plan or issuer has furnished
a reasonable alternative standard, in-
cluding but not limited to the fol-
lowing:

(I) If the reasonable alternative
standard is completion of an edu-
cational program, the plan or issuer
must make the educational program
available or assist the employee in
finding such a program (instead of re-
quiring an individual to find such a
program unassisted), and may not re-
quire an individual to pay for the cost
of the program.

(2) The time commitment required
must be reasonable (for example, re-
quiring attendance nightly at a one-
hour class would be unreasonable).

(3) If the reasonable alternative
standard is a diet program, the plan or
issuer is not required to pay for the
cost of food but must pay any member-
ship or participation fee.

(4) If an individual’s personal physi-
cian states that a plan standard (in-
cluding, if applicable, the recommenda-
tions of the plan’s medical profes-
sional) is not medically appropriate for
that individual, the plan or issuer must
provide a reasonable alternative stand-
ard that accommodates the rec-
ommendations of the individual’s per-
sonal physician with regard to medical
appropriateness. Plans and issuers may
impose standard cost sharing under the
plan or coverage for medical items and
services furnished pursuant to the phy-
sician’s recommendations.

(D) To the extent that a reasonable
alternative standard under an out-
come-based wellness program is, itself,
an activity-only wellness program, it
must comply with the requirements of
paragraph (f)(3) of this section in the
same manner as if it were an initial
program standard. To the extent that a
reasonable alternative standard under
an outcome-based wellness program is,
itself, another outcome-based wellness
program, it must comply with the re-
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quirements of this paragraph (f)(4),
subject to the following special rules:

(I) The reasonable alternative stand-
ard cannot be a requirement to meet a
different level of the same standard
without additional time to comply that
takes into account the individual’s cir-
cumstances. For example, if the initial
standard is to achieve a BMI less than
30, the reasonable alternative standard
cannot be to achieve a BMI less than 31
on that same date. However, if the ini-
tial standard is to achieve a BMI less
than 30, a reasonable alternative stand-
ard for the individual could be to re-
duce the individual’s BMI by a small
amount or small percentage, over a re-
alistic period of time, such as within a
year.

(2) An individual must be given the
opportunity to comply with the rec-
ommendations of the individual’s per-
sonal physician as a second reasonable
alternative standard to meeting the
reasonable alternative standard de-
fined by the plan or issuer, but only if
the physician joins in the request. The
individual can make a request to in-
volve a personal physician’s rec-
ommendations at any time and the per-
sonal physician can adjust the physi-
cian’s recommendations at any time,
consistent with medical appropriate-
ness.

(E) It is not reasonable to seek
verification, such as a statement from
an individual’s personal physician,
under an outcome-based wellness pro-
gram that a health factor makes it un-
reasonably difficult for the individual
to satisfy, or medically inadvisable for
the individual to attempt to satisfy,
the otherwise applicable standard as a
condition of providing a reasonable al-
ternative to the initial standard. How-
ever, if a plan or issuer provides an al-
ternative standard to the otherwise ap-
plicable measurement, test, or screen-
ing that involves an activity that is re-
lated to a health factor, then the rules
of paragraph (f)(3) of this section for
activity-only wellness programs apply
to that component of the wellness pro-
gram and the plan or issuer may, if
reasonable under the circumstances,
seek verification that it is unreason-
ably difficult due to a medical condi-
tion for an individual to perform or
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complete the activity (or it is medi-
cally inadvisable to attempt to per-
form or complete the activity). (For
example, if an outcome-based wellness
program requires participants to main-
tain a certain healthy weight and pro-
vides a diet and exercise program for
individuals who do not meet the tar-
geted weight, a plan or issuer may seek
verification, as described in paragraph
(H(3)({Av)(D) of this section, if reason-
able under the circumstances, that a
second reasonable alternative standard
is needed for certain individuals be-
cause, for those individuals, it would be
unreasonably difficult due to a medical
condition to comply, or medically in-
advisable to attempt to comply, with
the diet and exercise program, due to a
medical condition.)

(v) Notice of availability of reasonable
alternative standard. The plan or issuer
must disclose in all plan materials de-
scribing the terms of an outcome-based
wellness program, and in any disclo-
sure that an individual did not satisfy
an initial outcome-based standard, the
availability of a reasonable alternative
standard to qualify for the reward (and,
if applicable, the possibility of waiver
of the otherwise applicable standard),
including contact information for ob-
taining a reasonable alternative stand-
ard and a statement that recommenda-
tions of an individual’s personal physi-
cian will be accommodated. If plan ma-
terials merely mention that such a pro-
gram is available, without describing
its terms, this disclosure is not re-
quired. Sample language is provided in
paragraph (f)(6) of this section, as well
as in certain examples of this section.

(vi) Examples. The provisions of this
paragraph (f)(4) are illustrated by the
following examples:

Example 1—Cholesterol screening with reason-
able alternative standard to work with personal
physician. (i) Facts. A group health plan of-
fers a reward to participants who achieve a
count under 200 on a total cholesterol test. If
a participant does not achieve the targeted
cholesterol count, the plan allows the partic-
ipant to develop an alternative cholesterol
action plan in conjunction with the partici-
pant’s personal physician that may include
recommendations for medication and addi-
tional screening. The plan allows the physi-
cian to modify the standards, as medically
necessary, over the year. (For example, if a
participant develops asthma or depression,
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requires surgery and convalescence, or some
other medical condition or consideration
makes completion of the original action plan
inadvisable or unreasonably difficult, the
physician may modify the original action
plan.) All plan materials describing the
terms of the program include the following
statement: ‘“Your health plan wants to help
you take charge of your health. Rewards are
available to all employees who participate in
our Cholesterol Awareness Wellness Pro-
gram. If your total cholesterol count is
under 200, you will receive the reward. If not,
you will still have an opportunity to qualify
for the reward. We will work with you and
your doctor to find a Health Smart program
that is right for you.”” In addition, when any
individual participant receives notification
that his or her cholesterol count is 200 or
higher, the notification includes the fol-
lowing statement: ‘“Your plan offers a Health
Smart program under which we will work
with you and your doctor to try to lower
your cholesterol. If you complete this pro-
gram, you will qualify for a reward. Please
contact us at [contact information] to get
started.”

(ii) Conclusion. In this Example 1, the pro-
gram is an outcome-based wellness program
because the initial standard requires an indi-
vidual to attain or maintain a specific health
outcome (a certain cholesterol level) to ob-
tain a reward. The program satisfies the re-
quirements of paragraph (f)(4)(iii) of this sec-
tion because the cholesterol program is rea-
sonably designed to promote health and pre-
vent disease. The program satisfies the re-
quirements of paragraph (f)(4)(iv) of this sec-
tion because it makes available to all par-
ticipants who do not meet the cholesterol
standard a reasonable alternative standard
to qualify for the reward. Lastly, the plan
also discloses in all materials describing the
terms of the program and in any disclosure
that an individual did not satisfy the initial
outcome-based standard the availability of a
reasonable alternative standard (including
contact information and the individual’s
ability to involve his or her personal physi-
cian), as required by paragraph (f)(4)(v) of
this section. Thus, the program satisfies the
requirements of paragraphs (£)(4)(iii), (iv),
and (v) of this section.

Example 2—Cholesterol screening with plan
alternative and no opportunity for personal
physician involvement. (i) Facts. Same facts as
Example 1, except that the wellness pro-
gram’s physician or nurse practitioner (rath-
er than the individual’s personal physician)
determines the alternative cholesterol ac-
tion plan. The plan does not provide an op-
portunity for a participant’s personal physi-
cian to modify the action plan if it is not
medically appropriate for that individual.
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(ii) Conclusion. In this Ezxample 2, the
wellness program does not satisfy the re-
quirements of paragraph (f)(4)(iii) of this sec-
tion because the program does not accommo-
date the recommendations of the partici-
pant’s personal physician with regard to
medical appropriateness, as required under
paragraph (£)(4)(iv)(C)(3) of this section.
Thus, the program is not reasonably de-
signed under paragraph (f)(4)(iii) of this sec-
tion and is not available to all similarly sit-
uated individuals under paragraph (f)(4)(iv)
of this section. The notice also does not pro-
vide all the content required under para-
graph (f)(4)(v) of this section.

Example 3—Cholesterol screening with plan
alternative that can be modified by personal
physician. (i) Facts. Same facts as Example 2,
except that if a participant’s personal physi-
cian disagrees with any part of the action
plan, the personal physician may modify the
action plan at any time, and the plan dis-
closes this to participants.

(ii) Conclusion. In this Ezxample 3, the
wellness program satisfies the requirements
of paragraph (f)(4)(iii) of this section because
the participant’s personal physician may
modify the action plan determined by the
wellness program’s physician or nurse prac-
titioner at any time if the physician states
that the recommendations are not medically
appropriate, as required under paragraph
(£)(4)(iv)(C)(3) of this section. Thus, the pro-
gram is reasonably designed under paragraph
(£)(4)(iii) of this section and is available to
all similarly situated individuals under para-
graph (f)(4)(iv) of this section. The notice,
which includes a statement that rec-
ommendations of an individual’s personal
physician will be accommodated, also com-
plies with paragraph (f)(4)(v) of this section.

Example 4—BMI screening with walking pro-
gram alternative. (i) Facts. A group health
plan will provide a reward to participants
who have a body mass index (BMI) that is 26
or lower, determined shortly before the be-
ginning of the year. Any participant who
does not meet the target BMI is given the
same discount if the participant complies
with an exercise program that consists of
walking 150 minutes a week. Any participant
for whom it is unreasonably difficult due to
a medical condition to comply with this
walking program (and any participant for
whom it is medically inadvisable to attempt
to comply with the walking program) during
the year is given the same discount if the
participant satisfies an alternative standard
that is reasonable taking into consideration
the participant’s medical situation, is not
unreasonably burdensome or impractical to
comply with, and is otherwise reasonably de-
signed based on all the relevant facts and
circumstances. All plan materials describing
the terms of the wellness program include
the following statement: “Fitness is Easy!
Start Walking! Your health plan cares about
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your health. If you are considered over-
weight because you have a BMI of over 26,
our Start Walking program will help you
lose weight and feel better. We will help you
enroll. (**If your doctor says that walking
isn’t right for you, that’s okay too. We will
work with you (and, if you wish, your own
doctor) to develop a wellness program that
is.)” Participant E is unable to achieve a
BMI that is 26 or lower within the plan’s
timeframe and receives notification that
complies with paragraph (f)(4)(v) of this sec-
tion. Nevertheless, it is unreasonably dif-
ficult due to a medical condition for E to
comply with the walking program. E pro-
poses a program based on the recommenda-
tions of E’s physician. The plan agrees to
make the same discount available to E that
is available to other participants in the BMI
program or the alternative walking program,
but only if E actually follows the physician’s
recommendations.

(ii) Conclusion. In this Example 4, the pro-
gram is an outcome-based wellness program
because the initial standard requires an indi-
vidual to attain or maintain a specific health
outcome (a certain BMI level) to obtain a re-
ward. The program satisfies the require-
ments of paragraph (f)(4)(iii) of this section
because it is reasonably designed to promote
health and prevent disease. The program also
satisfies the requirements of paragraph
(f)(4)(iv) of this section because it makes
available to all individuals who do not sat-
isfy the BMI standard a reasonable alter-
native standard to qualify for the reward (in
this case, a walking program that is not un-
reasonably burdensome or impractical for in-
dividuals to comply with and that is other-
wise reasonably designed based on all the
relevant facts and circumstances). In addi-
tion, the walking program is, itself, an activ-
ity-only standard and the plan complies with
the requirements of paragraph (f)(3) of this
section (including the requirement of para-
graph (£)(3)(iv) that, if there are individuals
for whom it is unreasonably difficult due to
a medical condition to comply, or for whom
it is medically inadvisable to attempt to
comply, with the walking program, the plan
provide a reasonable alternative to those in-
dividuals). Moreover, the plan satisfies the
requirements of paragraph (f)(4)(v) of this
section because it discloses, in all materials
describing the terms of the program and in
any disclosure that an individual did not sat-
isfy the initial outcome-based standard, the
availability of a reasonable alternative
standard (including contact information and
the individual’s option to involve his or her
personal physician) to qualify for the reward
or the possibility of waiver of the otherwise
applicable standard. Thus, the program sat-
isfies the requirements of paragraphs
(£)(4)(iii), (iv), and (v) of this section.

Example 5—BMI screening with alternatives
available to either lower BMI or meet personal
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physician’s recommendations. (i) Facts. Same
facts as Example 4 except that, with respect
to any participant who does not meet the
target BMI, instead of a walking program,
the participant is expected to reduce BMI by
one point. At any point during the year upon
request, any individual can obtain a second
reasonable alternative standard, which is
compliance with the recommendations of the
participant’s personal physician regarding
weight, diet, and exercise as set forth in a
treatment plan that the physician rec-
ommends or to which the physician agrees.
The participant’s personal physician is per-
mitted to change or adjust the treatment
plan at any time and the option of following
the participant’s personal physician’s rec-
ommendations is clearly disclosed.

(ii) Conclusion. In this Example 5, the rea-
sonable alternative standard to qualify for
the reward (the alternative BMI standard re-
quiring a one-point reduction) does not make
the program unreasonable under paragraph
(f)(4)(iii) or (iv) of this section because the
program complies with paragraph
(£)(4)(Av)(C)(4) of this section by allowing a
second reasonable alternative standard to
qualify for the reward (compliance with the
recommendations of the participant’s per-
sonal physician, which can be changed or ad-
justed at any time). Accordingly, the pro-
gram continues to satisfy the applicable re-
quirements of paragraph (f) of this section.

Example 6—Tobacco use surcharge with smok-
ing cessation program alternative. (i) Facts. In
conjunction with an annual open enrollment
period, a group health plan provides a pre-
mium differential based on tobacco use, de-
termined using a health risk assessment.
The following statement is included in all
plan materials describing the tobacco pre-
mium differential: “‘Stop smoking today! We
can help! If you are a smoker, we offer a
smoking cessation program. If you complete
the program, you can avoid this surcharge.”
The plan accommodates participants who
smoke by facilitating their enrollment in a
smoking cessation program that requires
participation at a time and place that are
not unreasonably burdensome or impractical
for participants, and that is otherwise rea-
sonably designed based on all the relevant
facts and circumstances, and discloses con-
tact information and the individual’s option
to involve his or her personal physician. The
plan pays for the cost of participation in the
smoking cessation program. Any participant
can avoid the surcharge for the plan year by
participating in the program, regardless of
whether the participant stops smoking, but
the plan can require a participant who wants
to avoid the surcharge in a subsequent year
to complete the smoking cessation program
again.

(ii) Conclusion. In this Example 6, the pre-
mium differential satisfies the requirements
of paragraphs (f)(4)(iii), (iv), and (v). The pro-
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gram is an outcome-based wellness program
because the initial standard for obtaining a
reward is dependent on the results of a
health risk assessment (a measurement, test,
or screening). The program is reasonably de-
signed under paragraph (f)(4)(iii) because the
plan provides a reasonable alternative stand-
ard (as required under paragraph (f)(4)(iv) of
this section) to qualify for the reward to all
tobacco users (a smoking cessation pro-
gram). The plan discloses, in all materials
describing the terms of the program, the
availability of the reasonable alternative
standard (including contact information and
the individual’s option to involve his or her
personal physician). Thus, the program satis-
fies the requirements of paragraphs (f)(4)(iii),
(iv), and (v) of this section.

Example 7—Tobacco use surcharge with alter-
native program requiring actual cessation. (i)
Facts. Same facts as Erample 6, except the
plan does not provide participant F with the
reward in subsequent years unless F actually
stops smoking after participating in the to-
bacco cessation program.

(ii) Conclusion. In this Example 7, the pro-
gram is not reasonably designed under para-
graph (f)(4)(iii) of this section and does not
provide a reasonable alternative standard as
required under paragraph (f)(4)(iv) of this
section. The plan cannot cease to provide a
reasonable alternative standard merely be-
cause the participant did not stop smoking
after participating in a smoking cessation
program. The plan must continue to offer a
reasonable alternative standard whether it is
the same or different (such as a new rec-
ommendation from F’s personal physician or
a new nicotine replacement therapy).

Example 8—Tobacco use surcharge with smok-
ing cessation program alternative that is not
reasonable. (i) Facts. Same facts as Example 6,
except the plan does not facilitate partici-
pant F’s enrollment in a smoking cessation
program. Instead the plan advises F to find a
program, pay for it, and provide a certificate
of completion to the plan.

(ii) Conclusion. In this Example 8, the re-
quirement for F to find and pay for F’s own
smoking cessation program means that the
alternative program is not reasonable. Ac-
cordingly, the plan has not offered a reason-
able alternative standard that complies with
paragraphs (f)(4)(iii) and (iv) of this section
and the program fails to satisfy the require-
ments of paragraph (f) of this section.

(5) Applicable percentage—(i) For pur-
poses of this paragraph (f), the applica-
ble percentage is 30 percent, except
that the applicable percentage is in-
creased by an additional 20 percentage
points (to 50 percent) to the extent
that the additional percentage is in
connection with a program designed to
prevent or reduce tobacco use.

732



Department of Health and Human Services

(ii) The rules of this paragraph (f)(5)
are illustrated by the following exam-
ples:

Example 1. (i) Facts. An employer sponsors
a group health plan. The annual premium for
employee-only coverage is $6,000 (of which
the employer pays $4,500 per year and the
employee pays $1,600 per year). The plan of-
fers employees a health-contingent wellness
program with several components, focused
on exercise, blood sugar, weight, cholesterol,
and blood pressure. The reward for compli-
ance is an annual premium rebate of $600.

(ii) Conclusion. In this Example 1, the re-
ward for the wellness program, $600, does not
exceed the applicable percentage of 30 per-
cent of the total annual cost of employee-
only coverage, $1,800. ($6,000 x 30% = $1,800.)

Example 2. (i) Facts. Same facts as Example
1, except the wellness program is exclusively
a tobacco prevention program. Employees
who have used tobacco in the last 12 months
and who are not enrolled in the plan’s to-
bacco cessation program are charged a $1,000
premium surcharge (in addition to their em-
ployee contribution towards the coverage).
(Those who participate in the plan’s tobacco
cessation program are not assessed the $1,000
surcharge.)

(ii) Conclusion. In this Example 2, the re-
ward for the wellness program (absence of a
$1,000 surcharge), does not exceed the appli-
cable percentage of 50 percent of the total
annual cost of employee-only coverage,
$3,000. (86,000 x 50% = $3,000.)

Example 3. (i) Facts. Same facts as Example
1, except that, in addition to the $600 reward
for compliance with the health-contingent
wellness program, the plan also imposes an
additional $2,000 tobacco premium surcharge
on employees who have used tobacco in the
last 12 months and who are not enrolled in
the plan’s tobacco cessation program. (Those
who participate in the plan’s tobacco ces-
sation program are not assessed the $2,000
surcharge.)

(ii) Conclusion. In this Erample 3, the total
of all rewards (including absence of a sur-
charge for participating in the tobacco pro-
gram) is $2,600 ($600 + $2,000 = $2,600), which
does not exceed the applicable percentage of
50 percent of the total annual cost of em-
ployee-only coverage ($3,000); and, tested sep-
arately, the $600 reward for the wellness pro-
gram unrelated to tobacco use does not ex-
ceed the applicable percentage of 30 percent
of the total annual cost of employee-only
coverage ($1,800).

Example 4. (i) Facts. An employer sponsors
a group health plan. The total annual pre-
mium for employee-only coverage (including
both employer and employee contributions
towards the coverage) is $5,000. The plan pro-
vides a $250 reward to employees who com-
plete a health risk assessment, without re-
gard to the health issues identified as part of
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the assessment. The plan also offers a
Healthy Heart program, which is a health-
contingent wellness program, with an oppor-
tunity to earn a $1,500 reward.

(ii) Conclusion. In this Example 4, even
though the total reward for all wellness pro-
grams under the plan is $1,750 ($250 + $1,500 =
$1,750, which exceeds the applicable percent-
age of 30 percent of the cost of the annual
premium for employee-only coverage ($5,000
x 30% = $1,500)), only the reward offered for
compliance with the health-contingent
wellness program ($1,5600) is taken into ac-
count in determining whether the rules of
this paragraph (f)(6) are met. (The $250 re-
ward is offered in connection with a
participatory wellness program and there-
fore is not taken into account.) Accordingly,
the health-contingent wellness program of-
fers a reward that does not exceed the appli-
cable percentage of 30 percent of the total
annual cost of employee-only coverage.

(6) Sample language. The following
language, or substantially similar lan-
guage, can be used to satisfy the notice
requirement of paragraphs (f)(3)(v) or
(£)(4)(v) of this section: ‘“Your health
plan is committed to helping you
achieve your best health. Rewards for
participating in a wellness program are
available to all employees. If you think
you might be unable to meet a stand-
ard for a reward under this wellness
program, you might qualify for an op-
portunity to earn the same reward by
different means. Contact us at [insert
contact information] and we will work
with you (and, if you wish, with your
doctor) to find a wellness program with
the same reward that is right for you
in light of your health status.”

(g) More favorable treatment of individ-
uals with adverse health factors per-
mitted—(1) In rules for eligibility—@1)
Nothing in this section prevents a
group health plan or group health in-
surance issuer from establishing more
favorable rules for eligibility (de-
scribed in paragraph (b)(1) of this sec-
tion) for individuals with an adverse
health factor, such as disability, than
for individuals without the adverse
health factor. Moreover, nothing in
this section prevents a plan or issuer
from charging a higher premium or
contribution with respect to individ-
uals with an adverse health factor if
they would not be eligible for the cov-
erage were it not for the adverse health
factor. (However, other laws, including
State insurance laws, may set or limit
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premium rates; these laws are not af-
fected by this section.)

(ii) The rules of this paragraph (g)(1)
are illustrated by the following exam-
ples:

Example 1. (i) Facts. An employer sponsors
a group health plan that generally is avail-
able to employees, spouses of employees, and
dependent children until age 26. However, de-
pendent children who are disabled are eligi-
ble for coverage beyond age 26.

(ii) Conclusion. In this Example 1, the plan
provision allowing coverage for disabled de-
pendent children beyond age 26 satisfies this
paragraph (g)(1) (and thus does not violate
this section).

Example 2. (i) Facts. An employer sponsors
a group health plan, which is generally avail-
able to employees (and members of the em-
ployee’s family) until the last day of the
month in which the employee ceases to per-
form services for the employer. The plan
generally charges employees $50 per month
for employee-only coverage and $125 per
month for family coverage. However, an em-
ployee who ceases to perform services for the
employer by reason of disability may remain
covered under the plan until the last day of
the month that is 12 months after the month
in which the employee ceased to perform
services for the employer. During this ex-
tended period of coverage, the plan charges
the employee $100 per month for employee-
only coverage and $250 per month for family
coverage. (This extended period of coverage
is without regard to whatever rights the em-
ployee (or members of the employee’s fam-
ily) may have for COBRA continuation cov-
erage.)

(ii) Conclusion. In this Erample 2, the plan
provision allowing extended coverage for dis-
abled employees and their families satisfies
this paragraph (g)(1) (and thus does not vio-
late this section). In addition, the plan is
permitted, under this paragraph (g)(1), to
charge the disabled employees a higher pre-
mium during the extended period of cov-
erage.

Example 3. (i) Facts. To comply with the re-
quirements of a COBRA continuation provi-
sion, a group health plan generally makes
COBRA continuation coverage available for
a maximum period of 18 months in connec-
tion with a termination of employment but
makes the coverage available for a max-
imum period of 29 months to certain disabled
individuals and certain members of the dis-
abled individual’s family. Although the plan
generally requires payment of 102 percent of
the applicable premium for the first 18
months of COBRA continuation coverage,
the plan requires payment of 150 percent of
the applicable premium for the disabled indi-
vidual’s COBRA continuation coverage dur-
ing the disability extension if the disabled
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individual would not be entitled to COBRA
continuation coverage but for the disability.
(ii) Conclusion. In this Erample 3, the plan
provision allowing extended COBRA continu-
ation coverage for disabled individuals satis-
fies this paragraph (g)(1) (and thus does not
violate this section). In addition, the plan is
permitted, under this paragraph (g)(1), to
charge the disabled individuals a higher pre-
mium for the extended coverage if the indi-
viduals would not be eligible for COBRA con-
tinuation coverage were it not for the dis-
ability. (Similarly, if the plan provided an
extended period of coverage for disabled indi-
viduals pursuant to State law or plan provi-
sion rather than pursuant to a COBRA con-
tinuation coverage provision, the plan could
likewise charge the disabled individuals a
higher premium for the extended coverage.)

(2) In premiums or contributions—(i)
Nothing in this section prevents a
group health plan or group health in-
surance issuer from charging individ-
uals a premium or contribution that is
less than the premium (or contribu-
tion) for similarly situated individuals
if the lower charge is based on an ad-
verse health factor, such as disability.

(ii) The rules of this paragraph (g)(2)
are illustrated by the following exam-
ple:

Example. (i) Facts. Under a group health
plan, employees are generally required to
pay $50 per month for employee-only cov-
erage and $125 per month for family coverage
under the plan. However, employees who are
disabled receive coverage (whether em-
ployee-only or family coverage) under the
plan free of charge.

(ii) Conclusion. In this Example, the plan
provision waiving premium payment for dis-
abled employees is permitted under this
paragraph (g)(2) (and thus does not violate
this section).

(h) No effect on other laws. Compliance
with this section is not determinative
of compliance with any other provision
of the PHS Act (including the COBRA
continuation provisions) or any other
State or Federal law, such as the
Americans with Disabilities Act.
Therefore, although the rules of this
section would not prohibit a plan or
issuer from treating one group of simi-
larly situated individuals differently
from another (such as providing dif-
ferent benefit packages to current and
former employees), other Federal or
State laws may require that two sepa-
rate groups of similarly situated indi-
viduals be treated the same for certain
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purposes (such as making the same
benefit package available to COBRA
qualified beneficiaries as is made avail-
able to active employees). In addition,
although this section generally does
not impose new disclosure obligations
on plans and issuers, this section does
not affect any other laws, including
those that require accurate disclosures
and prohibit intentional misrepresen-
tation.

(1) Applicability dates—(1) Generally.
This section applies for plan years be-
ginning on or after July 1, 2007.

(2) Special rule for self-funded mnon-
federal governmental plans exempted
under 45 CFR 146.180—(i) If coverage has
been denied to any individual because
the sponsor of a self-funded nonfederal
governmental plan has elected under
§146.180 to exempt the plan from the re-
quirements of this section, and the
plan sponsor subsequently chooses to
bring the plan into compliance with
the requirements of this section, the
plan—

(A) Must notify the individual that
the plan will be coming into compli-
ance with the requirements of this sec-
tion, specify the effective date of com-
pliance, and inform the individual re-
garding any enrollment restrictions
that may apply under the terms of the
plan once the plan is in compliance
with this section (as a matter of ad-
ministrative convenience, the notice
may be disseminated to all employees);

(B) Must give the individual an op-
portunity to enroll that continues for
at least 30 days;

(C) Must permit coverage to be effec-
tive as of the first day of plan coverage
for which an exemption election under
§146.180 of this part (with regard to this
section) is no longer in effect; and

(D) May not treat the individual as a
late enrollee or a special enrollee.

(ii) For purposes of this paragraph
(i)(2), an individual is considered to
have been denied coverage if the indi-
vidual failed to apply for coverage be-
cause, given an exemption election
under §146.180 of this part, it was rea-
sonable to believe that an application
for coverage would have been denied
based on a health factor.

(iii) The rules of this paragraph (i)(2)
are illustrated by the following exam-
ples:
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Example 1. (i) Facts. Individual D was hired
by a nonfederal governmental employer in
June 1999. The employer maintains a self-
funded group health plan with a plan year
beginning on October 1. The plan sponsor
elected under §146.180 of this part to exempt
the plan from the requirements of this sec-
tion for the plan year beginning October 1,
2005, and renewed the exemption election for
the plan year beginning October 1, 2006.
Under the terms of the plan while the exemp-
tion was in effect, employees and their de-
pendents were allowed to enroll when the
employee was first hired without regard to
any health factor. If an individual declines
to enroll when first eligible, the individual
could enroll effective October 1 of any plan
year if the individual could pass a physical
examination. The evidence-of-good-health
requirement for late enrollees, absent an ex-
emption election under §146.180 of this part,
would have been in violation of this section.
D chose not to enroll for coverage when first
hired. In February of 2006, D was treated for
skin cancer but did not apply for coverage
under the plan for the plan year beginning
October 1, 2006, because D assumed D could
not meet the evidence-of-good-health re-
quirement. With the plan year beginning Oc-
tober 1, 2007 the plan sponsor chose not to
renew its exemption election and brought
the plan into compliance with this section.
The plan notifies individual D (and all other
employees) that it will be coming into com-
pliance with the requirements of this sec-
tion. The notice specifies that the effective
date of compliance will be October 1, 2007, ex-
plains the applicable enrollment restrictions
that will apply under the plan, states that
individuals will have at least 30 days to en-
roll, and explains that coverage for those
who choose to enroll will be effective as of
October 1, 2007. Individual D timely requests
enrollment in the plan, and coverage com-
mences under the plan on October 1, 2007.

(ii) Conclusion. In this Erxample 1, the plan
complies with this paragraph (i)(2).

Example 2. (i) Facts. Individual E was hired
by a nonfederal governmental employer in
February 1999. The employer maintains a
self-funded group health plan with a plan
year beginning on September 1. The plan
sponsor elected under §146.180 of this part to
exempt the plan from the requirements of
this section and ¢§146.111 (limitations on
preexisting condition exclusion periods) for
the plan year beginning September 1, 2002,
and renews the exemption election for the
plan years beginning September 1, 2003, Sep-
tember 1, 2004, September 1, 2005, and Sep-
tember 1, 2006. Under the terms of the plan
while the exemption was in effect, employees
and their dependents were allowed to enroll
when the employee was first hired without
regard to any health factor. If an individual
declined to enroll when first eligible, the in-
dividual could enroll effective September 1 of
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any plan year if the individual could pass a
physical examination. Also under the terms
of the plan, all enrollees were subject to a 12-
month preexisting condition exclusion pe-
riod, regardless of whether they had cred-
itable coverage. E chose not to enroll for
coverage when first hired. In June of 2006, E
is diagnosed as having multiple sclerosis
(MS). With the plan year beginning Sep-
tember 1, 2007, the plan sponsor chooses to
bring the plan into compliance with this sec-
tion, but renews its exemption election with
regard to limitations on preexisting condi-
tion exclusion periods. The plan notifies E of
her opportunity to enroll, without a physical
examination, effective September 1, 2007.
The plan gives E 30 days to enroll. E is sub-
ject to a 12-month preexisting condition ex-
clusion period with respect to any treatment
E receives that is related to E’s MS, without
regard to any prior creditable coverage E
may have. Beginning September 1, 2008, the
plan will cover treatment of E’s MS.

(ii) Conclusion. In this Erample 2, the plan
complies with the requirements of this sec-
tion. (The plan is not required to comply
with the requirements of §146.111 because the
plan continues to be exempted from those re-
quirements in accordance with the plan
sponsor’s election under §146.180.)

[71 FR 75046, Dec. 13, 2006, as amended at 74
FR 51688, Oct. 7, 2009; 78 FR 33187, June 3,
2013; 79 FR 10314, Feb. 24, 2014]

§146.122 Additional requirements pro-
hibiting discrimination based on ge-
netic information.

(a) Definitions. Unless otherwise pro-
vided, the definitions in this paragraph
(a) govern in applying the provisions of
this section.

(1) Collect means, with respect to in-
formation, to request, require, or pur-
chase such information.

(2) Family member means, with respect
to an individual—

(i) A dependent (as defined in §144.103
of this part) of the individual; or

(ii) Any other person who is a first-
degree, second-degree, third-degree, or
fourth-degree relative of the individual
or of a dependent of the individual.
Relatives by affinity (such as by mar-
riage or adoption) are treated the same
as relatives by consanguinity (that is,
relatives who share a common biologi-
cal ancestor). In determining the de-
gree of the relationship, relatives by
less than full consanguinity (such as
half-siblings, who share only one par-
ent) are treated the same as relatives
by full consanguinity (such as siblings
who share both parents).

45 CFR Subtitle A (10-1-15 Edition)

(A) First-degree relatives include
parents, spouses, siblings, and children.
(B) Second-degree relatives include

grandparents, grandchildren, aunts,
uncles, nephews, and nieces.
(C) Third-degree relatives include

great-grandparents, great-grand-
children, great aunts, great uncles, and
first cousins.

(D) Fourth-degree relatives include
great-great grandparents, great-great
grandchildren, and children of first
cousins.

(3) Genetic information means—

(i) Subject to paragraphs (a)(3)(ii)
and (iii) of this section, with respect to
an individual, information about—

(A) The individual’s genetic tests (as
defined in paragraph (a)(5) of this sec-
tion);

(B) The genetic tests of family mem-
bers of the individual;

(C) The manifestation (as defined in
paragraph (a)(6) of this section) of a
disease or disorder in family members
of the individual; or

(D) Any request for, or receipt of, ge-
netic services (as defined in paragraph
(a)(4) of this section), or participation
in clinical research which includes ge-
netic services, by the individual or any
family member of the individual.

(ii) The term genetic information does
not include information about the sex
or age of any individual.

(iii) The term genetic information in-
cludes—

(A) With respect to a pregnant
woman (or a family member of the
pregnant woman), genetic information
of any fetus carried by the pregnant
woman; and

(B) With respect to an individual (or
a family member of the individual) who
is utilizing an assisted reproductive
technology, genetic information of any
embryo legally held by the individual
or family member.

(4) Genetic services means —

(i) A genetic test, as defined in para-
graph (a)(5) of this section;

(ii) Genetic counseling (including ob-
taining, interpreting, or assessing ge-
netic information); or

(iii) Genetic education.

(5)(1) Genetic test means an analysis of
human DNA, RNA, chromosomes, pro-
teins, or metabolites, if the analysis
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detects genotypes, mutations, or chro-
mosomal changes. However, a genetic
test does not include an analysis of
proteins or metabolites that is directly
related to a manifested disease, dis-
order, or pathological condition. Ac-
cordingly, a test to determine whether
an individual has a BRCA1l or BRCA2
variant is a genetic test. Similarly, a
test to determine whether an indi-
vidual has a genetic variant associated
with hereditary nonpolyposis
colorectal cancer is a genetic test.
However, an HIV test, complete blood
count, cholesterol test, liver function
test, or test for the presence of alcohol
or drugs is not a genetic test.

(ii) The rules of this paragraph (a)(5)
are illustrated by the following exam-
ple:

Example. (i) Facts. Individual A is a new-
born covered under a group health plan. A
undergoes a phenylketonuria (PKU) screen-
ing, which measures the concentration of a
metabolite, phenylalanine, in A’s blood. In
PKU, a mutation occurs in the
phenylalanine hydroxylase (PAH) gene which
contains instructions for making the enzyme
needed to break down the amino acid
phenylalanine. Individuals with the muta-
tion, who have a deficiency in the enzyme to
break down phenylalanine, have high con-
centrations of phenylalanine.

(ii) Conclusion. In this Example, the PKU
screening is a genetic test with respect to 4
because the screening is an analysis of me-
tabolites that detects a genetic mutation.

(6)(i) Manifestation or manifested
means, with respect to a disease, dis-
order, or pathological condition, that
an individual has been or could reason-
ably be diagnosed with the disease, dis-
order, or pathological condition by a
health care professional with appro-
priate training and expertise in the
field of medicine involved. For pur-
poses of this section, a disease, dis-
order, or pathological condition is not
manifested if a diagnosis is based prin-
cipally on genetic information.

(ii) The rules of this paragraph (a)(6)
are illustrated by the following exam-
ples:

Example 1. (i) Facts. Individual 4 has a fam-
ily medical history of diabetes. 4 begins to
experience excessive sweating, thirst, and fa-
tigue. A’s physician examines A and orders
blood glucose testing (which is not a genetic
test). Based on the physician’s examination,
A’s symptoms, and test results that show
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elevated levels of blood glucose, A’s physi-
cian diagnoses 4 as having adult onset diabe-
tes mellitus (Type 2 diabetes).

(ii) Conclusion. In this Example 1, A has
been diagnosed by a health care professional
with appropriate training and expertise in
the field of medicine involved. The diagnosis
is not based principally on genetic informa-
tion. Thus, Type 2 diabetes is manifested
with respect to 4.

Example 2. (i) Facts. Individual B has sev-
eral family members with colon cancer. One
of them underwent genetic testing which de-
tected a mutation in the MSH2 gene associ-
ated with hereditary nonpolyposis colorectal
cancer (HNPCC). B’s physician, a health care
professional with appropriate training and
expertise in the field of medicine involved,
recommends that B undergo a targeted ge-
netic test to look for the specific mutation
found in B ’s relative to determine if B has
an elevated risk for cancer. The genetic test
with respect to B showed that B also carries
the mutation and is at increased risk to de-
velop colorectal and other cancers associated
with HNPCC. B has a colonoscopy which in-
dicates no signs of disease, and B has no
symptoms.

(ii) Conclusion. In this Example 2, because B
has no signs or symptoms of colorectal can-
cer, B has not been and could not reasonably
be diagnosed with HNPCC. Thus, HNPCC is
not manifested with respect to B.

Example 3. (i) Facts. Same facts as Example
2, except that B’s colonoscopy and subse-
quent tests indicate the presence of HNPCC.
Based on the colonoscopy and subsequent
test results, B’s physician makes a diagnosis
of HNPCC.

(ii) Conclusion. In this Example 3, HNPCC is
manifested with respect to B because a
health care professional with appropriate
training and expertise in the field of medi-
cine involved has made a diagnosis that is
not based principally on genetic informa-
tion.

Example 4. (i) Facts. Individual C has a fam-
ily member that has been diagnosed with
Huntington’s Disease. A genetic test indi-
cates that C has the Huntington’s Disease
gene variant. At age 42, C begins suffering
from occasional moodiness and disorienta-
tion, symptoms which are associated with
Huntington’s Disease. C is examined by a
neurologist (a physician with appropriate
training and expertise for diagnosing Hun-
tington’s Disease). The examination includes
a clinical neurological exam. The results of
the examination do not support a diagnosis
of Huntington’s Disease.

(ii) Conclusion. In this Example 4, C is not
and could not reasonably be diagnosed with
Huntington’s Disease by a health care pro-
fessional with appropriate training and ex-
pertise. Therefore, Huntington’s Disease is
not manifested with respect to C.
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Example 5. (i) Facts. Same facts as Example
4, except that C exhibits additional neuro-
logical and behavioral symptoms, and the re-
sults of the examination support a diagnosis
of Huntington’s Disease with respect to C.

(ii) Conclusion. In this Example 5, C could
reasonably be diagnosed with Huntington’s
Disease by a health care professional with
appropriate training and expertise. There-
fore, Huntington’s Disease is manifested
with respect to C.

(7)) Underwriting purposes has the
meaning given in paragraph (d)(1) of
this section.

(b) No group-based discrimination based
on genetic information—(1) In general.
For purposes of this section, a group
health plan, and a health insurance
issuer offering health insurance cov-
erage in connection with a group
health plan, must not adjust premium
or contribution amounts for the plan,
or any group of similarly situated indi-
viduals under the plan, on the basis of
genetic information. For this purpose,
“‘similarly situated individuals’ are
those described in §146.121(d) of this
part.

(2) Rule of construction. Nothing in
paragraph (b)(1) of this section (or in
paragraph (d)(1) or (d)(2) of this sec-
tion) limits the ability of a health in-
surance issuer offering health insur-
ance coverage in connection with a
group health plan to increase the pre-
mium for a group health plan or a
group of similarly situated individuals
under the plan based on the manifesta-
tion of a disease or disorder of an indi-
vidual who is enrolled in the plan. In
such a case, however, the manifesta-
tion of a disease or disorder in one indi-
vidual cannot also be used as genetic
information about other group mem-
bers to further increase the premium
for a group health plan or a group of
similarly situated individuals under
the plan.

(3) Examples. The rules of this para-
graph (b) are illustrated by the fol-
lowing examples:

Example 1. (i) Facts. An employer sponsors
a group health plan that provides coverage
through a health insurance issuer. In order
to determine the premium rate for the up-
coming plan year, the issuer reviews the
claims experience of individuals covered
under the plan and other health status infor-
mation of the individuals, including genetic
information. The issuer finds that three indi-
viduals covered under the plan had unusually
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high claims experience. In addition, the
issuer finds that the genetic information of
two other individuals indicates the individ-
uals have a higher probability of developing
certain illnesses although the illnesses are
not manifested at this time. The issuer
quotes the plan a higher per-participant rate
because of both the genetic information and
the higher claims experience.

(ii) Conclusion. In this Example 1, the issuer
violates the provisions of this paragraph (b)
because the issuer adjusts the premium
based on genetic information. However, if
the adjustment related solely to claims expe-
rience, the adjustment would not violate the
requirements of this section (nor would it
violate the requirements of paragraph (c) of
§146.121 of this part, which prohibits dis-
crimination in individual premiums or con-
tributions based on a health factor but per-
mits increases in the group rate based on a
health factor).

Example 2. (i) Facts. An employer sponsors
a group health plan that provides coverage
through a health insurance issuer. In order
to determine the premium rate for the up-
coming plan year, the issuer reviews the
claims experience of individuals covered
under the plan and other health status infor-
mation of the individuals, including genetic
information. The issuer finds that Employee
A has made claims for treatment of poly-
cystic kidney disease. 4 also has two depend-
ent children covered under the plan. The
issuer quotes the plan a higher per-partici-
pant rate because of both A’s claims experi-
ence and the family medical history of A’s
children (that is, the fact that A has the dis-
ease).

(ii) Conclusion. In this Example 2, the issuer
violates the provisions of this paragraph (b)
because, by taking the likelihood that A’s
children may develop polycystic kidney dis-
ease into account in computing the rate for
the plan, the issuer adjusts the premium
based on genetic information relating to a
condition that has not been manifested in
A’s children. However, it is permissible for
the issuer to increase the premium based on
A’s claims experience.

(c) Limitation on requesting or requir-
ing genetic testing—(1) General rule. Ex-
cept as otherwise provided in this para-
graph (c), a group health plan, and a
health insurance issuer offering health
insurance coverage in connection with
a group health plan, must not request
or require an individual or a family
member of the individual to undergo a
genetic test.

(2) Health care professional may rec-
ommend a genetic test. Nothing in para-
graph (c)(1) of this section limits the
authority of a health care professional
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who is providing health care services to
an individual to request that the indi-
vidual undergo a genetic test.

(3) Examples. The rules of paragraphs
(c)(1) and (2) of this section are illus-
trated by the following examples:

Example 1. (i) Facts. Individual A goes to a
physician for a routine physical examina-
tion. The physician reviews A’s family med-
ical history and 4 informs the physician that
A’s mother has been diagnosed with Hunting-
ton’s Disease. The physician advises A that
Huntington’s Disease is hereditary and rec-
ommends that 4 undergo a genetic test.

(ii) Conclusion. In this Example 1, the physi-
cian is a health care professional who is pro-
viding health care services to A. Therefore,
the physician’s recommendation that 4 un-
dergo the genetic test does not violate this
paragraph (c).

Example 2. (i) Facts. Individual B is covered
by a health maintenance organization
(HMO). B is a child being treated for leu-
kemia. B’s physician, who is employed by
the HMO, is considering a treatment plan
that includes six-mercaptopurine, a drug for
treating leukemia in most children. How-
ever, the drug could be fatal if taken by a
small percentage of children with a par-
ticular gene variant. B’s physician rec-
ommends that B undergo a genetic test to
detect this variant before proceeding with
this course of treatment.

(ii) Conclusion. In this Example 2, even
though the physician is employed by the
HMO, the physician is nonetheless a health
care professional who is providing health
care services to B. Therefore, the physician’s
recommendation that B undergo the genetic
test does not violate this paragraph (c).

(4) Determination regarding payment—
(i) In general. As provided in this para-
graph (c)(4), nothing in paragraph (c)(1)
of this section precludes a plan or
issuer from obtaining and using the re-
sults of a genetic test in making a de-
termination regarding payment. For
this purpose, ‘‘payment’ has the mean-
ing given such term in §164.501 of the
privacy regulations issued under the
Health Insurance Portability and Ac-
countability Act. Thus, if a plan or
issuer conditions payment for an item
or service based on its medical appro-
priateness and the medical appro-
priateness of the item or service de-
pends on the genetic makeup of a pa-
tient, then the plan or issuer is per-
mitted to condition payment for the
item or service on the outcome of a ge-
netic test. The plan or issuer may also
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refuse payment if the patient does not
undergo the genetic test.

(ii) Limitation. A plan or issuer is per-
mitted to request only the minimum
amount of information necessary to
make a determination regarding pay-
ment. The minimum amount of infor-
mation necessary is determined in ac-
cordance with the minimum necessary
standard in §164.502(b) of the privacy
regulations issued under the Health In-
surance Portability and Accountability
Act.

(iii) Examples. See paragraph (e) of
this section for examples illustrating
the rules of this paragraph (c)(4), as
well as other provisions of this section.

(6) Research  exception. Notwith-
standing paragraph (c)(1) of this sec-
tion, a plan or issuer may request, but
not require, that a participant or bene-
ficiary undergo a genetic test if all of
the conditions of this paragraph (c)(b)
are met:

(i) Research in accordance with Federal
regulations and applicable State or local
law or regulations. The plan or issuer
makes the request pursuant to re-
search, as defined in §46.102(d) of this
subtitle, that complies with part 46 of
this subtitle or equivalent Federal reg-
ulations, and any applicable State or
local law or regulations for the protec-
tion of human subjects in research.

(ii) Written request for participation in
research. The plan or issuer makes the
request in writing, and the request
clearly indicates to each participant or
beneficiary (or, in the case of a minor
child, to the legal guardian of the bene-
ficiary) that—

(A) Compliance with the request is
voluntary; and

(B) Noncompliance will have no ef-
fect on eligibility for benefits (as de-
scribed in §146.121(b)(1) of this part) or
premium or contribution amounts.

(iii) Prohibition on wunderwriting. No
genetic information collected or ac-
quired under this paragraph (c)(5) can
be used for underwriting purposes (as
described in paragraph (d)(1) of this
section).

(iv) Notice to Federal agencies. The
plan or issuer completes a copy of the
“Notice of Research Exception under
the Genetic Information Non-
discrimination Act’ authorized by the
Secretary and provides the notice to
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the address specified in the instruc-
tions thereto.

(d) Prohibitions on collection of genetic
information—(1) For wunderwriting pur-
poses—(i) General rule. A group health
plan, and a health insurance issuer of-
fering health insurance coverage in
connection with a group health plan,
must not collect (as defined in para-
graph (a)(1) of this section) genetic in-
formation for underwriting purposes.
See paragraph (e) of this section for ex-
amples illustrating the rules of this
paragraph (d)(1), as well as other provi-
sions of this section.

(i) Underwriting purposes defined.
Subject to paragraph (d)(1)(iii) of this
section, wunderwriting purposes means,
with respect to any group health plan,
or health insurance coverage offered in
connection with a group health plan—

(A) Rules for, or determination of,
eligibility (including enrollment and
continued eligibility) for benefits
under the plan or coverage as described
in §146.121(b)(1)(ii) of this part (includ-
ing changes in deductibles or other
cost-sharing mechanisms in return for
activities such as completing a health
risk assessment or participating in a
wellness program);

(B) The computation of premium or
contribution amounts under the plan
or coverage (including discounts, re-
bates, payments in kind, or other pre-
mium differential mechanisms in re-
turn for activities such as completing a
health risk assessment or participating
in a wellness program);

(C) The application of any pre-
existing condition exclusion under the
plan or coverage; and

(D) Other activities related to the
creation, renewal, or replacement of a
contract of health insurance or health
benefits.

(iii) Medical appropriateness. If an in-
dividual seeks a benefit under a group
health plan or health insurance cov-
erage, the plan or coverage may limit
or exclude the benefit based on whether
the benefit is medically appropriate,
and the determination of whether the
benefit is medically appropriate is not
within the meaning of underwriting
purposes. Accordingly, if an individual
seeks a benefit under the plan and the
plan or issuer conditions the benefit
based on its medical appropriateness
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and the medical appropriateness of the
benefit depends on genetic information
of the individual, then the plan or
issuer is permitted to condition the
benefit on the genetic information. A
plan or issuer is permitted to request
only the minimum amount of genetic
information necessary to determine
medical appropriateness. The plan or
issuer may deny the benefit if the pa-
tient does not provide the genetic in-
formation required to determine med-
ical appropriateness. If an individual is
not seeking a benefit, the medical ap-
propriateness exception of this para-
graph (d)(1)(iii) to the definition of un-
derwriting purposes does not apply. See
paragraph (e) of this section for exam-
ples illustrating the medical appro-
priateness provisions of this paragraph
(d)(1)(iii), as well as other provisions of
this section.

(2) Prior to or in connection with enroll-
ment—(@{) In general. A group health
plan, and a health insurance issuer of-
fering health insurance coverage in
connection with a group health plan,
must not collect genetic information
with respect to any individual prior to
that individual’s effective date of cov-
erage under that plan or coverage, nor
in connection with the rules for eligi-
bility (as defined in §146.121(b)(1)(ii) of
this part) that apply to that individual.
Whether or not an individual’s infor-
mation is collected prior to that indi-
vidual’s effective date of coverage is
determined at the time of collection.

(i1) Incidental collection exception—(A)
In general. If a group health plan, or a
health insurance issuer offering health
insurance coverage in connection with
a group health plan, obtains genetic in-
formation incidental to the collection
of other information concerning any
individual, the collection is not a vio-
lation of this paragraph (d)(2), as long
as the collection is not for under-
writing purposes in violation of para-
graph (d)(1) of this section.

(B) Limitation. The incidental collec-
tion exception of this paragraph
(d)(2)(ii) does not apply in connection
with any collection where it is reason-
able to anticipate that health informa-
tion will be received, unless the collec-
tion explicitly states that genetic in-
formation should not be provided.

740



Department of Health and Human Services

(3) Examples. The rules of this para-
graph (d) are illustrated by the fol-
lowing examples:

Example 1. (i) Facts. A group health plan
provides a premium reduction to enrollees
who complete a health risk assessment. The
health risk assessment is requested to be
completed after enrollment. Whether or not
it is completed or what responses are given
on it has no effect on an individual’s enroll-
ment status, or on the enrollment status of
members of the individual’s family. The
health risk assessment includes questions
about the individual’s family medical his-
tory.

(ii) Conclusion. In this Ezxample 1, the
health risk assessment includes a request for
genetic information (that is, the individual’s
family medical history). Because completing
the health risk assessment results in a pre-
mium reduction, the request for genetic in-
formation is for underwriting purposes. Con-
sequently, the request violates the prohibi-
tion on the collection of genetic information
in paragraph (d)(1) of this section.

Example 2. (i) Facts. The same facts as Ex-
ample 1, except there is no premium reduc-
tion or any other reward for completing the
health risk assessment.

(ii) Conclusion. In this Example 2, the re-
quest is not for underwriting purposes, nor is
it prior to or in connection with enrollment.
Therefore, it does not violate the prohibition
on the collection of genetic information in
this paragraph (d).

Example 3. (i) Facts. A group health plan re-
quests that enrollees complete a health risk
assessment prior to enrollment, and includes
questions about the individual’s family med-
ical history. There is no reward or penalty
for completing the health risk assessment.

(ii) Conclusion. In this Example 3, because
the health risk assessment includes a re-
quest for genetic information (that is, the in-
dividual’s family medical history), and re-
quests the information prior to enrollment,
the request violates the prohibition on the
collection of genetic information in para-
graph (d)(2) of this section. Moreover, be-
cause it is a request for genetic information,
it is not an incidental collection under para-
graph (d)(2)(ii) of this section.

Example 4. (i) Facts. The facts are the same
as in Example 1, except there is no premium
reduction or any other reward given for com-
pletion of the health risk assessment. How-
ever, certain people completing the health
risk assessment may become eligible for ad-
ditional benefits under the plan by being en-
rolled in a disease management program
based on their answers to questions about
family medical history. Other people may
become eligible for the disease management
program based solely on their answers to
questions about their individual medical his-
tory.
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(ii) Conclusion. In this Example 4, the re-
quest for information about an individual’s
family medical history could result in the
individual being eligible for benefits for
which the individual would not otherwise be
eligible. Therefore, the questions about fam-
ily medical history on the health risk assess-
ment are a request for genetic information
for underwriting purposes and are prohibited
under this paragraph (d). Although the plan
conditions eligibility for the disease manage-
ment program based on determinations of
medical appropriateness, the exception for
determinations of medical appropriateness
does not apply because the individual is not
seeking benefits.

Example 5. (i) Facts. A group health plan re-
quests enrollees to complete two distinct
health risk assessments (HRAs) after and un-
related to enrollment. The first HRA in-
structs the individual to answer only for the
individual and not for the individual’s fam-
ily. The first HRA does not ask about any ge-
netic tests the individual has undergone or
any genetic services the individual has re-
ceived. The plan offers a reward for com-
pleting the first HRA. The second HRA asks
about family medical history and the results
of genetic tests the individual has under-
gone. The plan offers no reward for com-
pleting the second HRA and the instructions
make clear that completion of the second
HRA is wholly voluntary and will not affect
the reward given for completion of the first
HRA.

(ii) Conclusion. In this Example 5, no ge-
netic information is collected in connection
with the first HRA, which offers a reward,
and no benefits or other rewards are condi-
tioned on the request for genetic information
in the second HRA. Consequently, the re-
quest for genetic information in the second
HRA is not for underwriting purposes, and
the two HRAs do not violate the prohibition
on the collection of genetic information in
this paragraph (d).

Example 6. (i) Facts. A group health plan
waives its annual deductible for enrollees
who complete an HRA. The HRA is requested
to be completed after enrollment. Whether
or not the HRA is completed or what re-
sponses are given on it has no effect on an
individual’s enrollment status, or on the en-
rollment status of members of the individ-
ual’s family. The HRA does not include any
direct questions about the individual’s ge-
netic information (including family medical
history). However, the last question reads,
““Is there anything else relevant to your
health that you would like us to know or dis-
cuss with you?”

(ii) Conclusion. In this Example 6, the plan’s
request for medical information does not ex-
plicitly state that genetic information
should not be provided. Therefore, any ge-
netic information collected in response to
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the question is not within the incidental col-
lection exception and is prohibited under
this paragraph (d).

Example 7. (i) Facts. Same facts as Example
6, except that the last question goes on to
state, ‘“‘In answering this question, you
should not include any genetic information.
That is, please do not include any family
medical history or any information related
to genetic testing, genetic services, genetic
counseling, or genetic diseases for which you
believe you may be at risk.”

(ii) Conclusion. In this Example 7, the plan’s
request for medical information explicitly
states that genetic information should not
be provided. Therefore, any genetic informa-
tion collected in response to the question is
within the incidental collection exception.
However, the plan may not use any genetic
information it obtains incidentally for un-
derwriting purposes.

Example 8. (i) Facts. Issuer M acquires
Issuer N. M requests N’s records, stating that
N should not provide genetic information
and should review the records to excise any
genetic information. N assembles the data
requested by M and, although N reviews it to
delete genetic information, the data from a
specific region included some individuals’
family medical history. Consequently, M re-
ceives genetic information about some of N’s
covered individuals.

(ii) Conclusion. In this Example 8, M’s re-
quest for health information explicitly stat-
ed that genetic information should not be
provided. Therefore, the collection of genetic
information was within the incidental col-
lection exception. However, M may not use
the genetic information it obtained inciden-
tally for underwriting purposes.

(e) Examples regarding determinations
of medical appropriateness. The applica-
tion of the rules of paragraphs (¢) and
(d) of this section to plan or issuer de-
terminations of medical appropriate-
ness is illustrated by the following ex-
amples:

Example 1. (i) Facts. Individual A4 group
health plan covers genetic testing for celiac
disease for individuals who have family
members with this condition. After 4’s son is
diagnosed with celiac disease, 4 undergoes a
genetic test and promptly submits a claim
for the test to A’s issuer for reimbursement.
The issuer asks A to provide the results of
the genetic test before the claim is paid.

(ii) Conclusion. In this Example 1, under the
rules of paragraph (c)(4) of this section the
issuer is permitted to request only the min-
imum amount of information necessary to
make a decision regarding payment. Because
the results of the test are not necessary for
the issuer to make a decision regarding the
payment of 4’s claim, the issuer’s request for
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the results of the genetic test violates para-
graph (c) of this section.

Example 2. (i) Facts. Individual B’s group
health plan covers a yearly mammogram for
participants and beneficiaries starting at age
40, or at age 30 for those with increased risk
for breast cancer, including individuals with
BRCA1l or BRCA2 gene mutations. B is 33
years old and has the BRCA2 mutation. B un-
dergoes a mammogram and promptly sub-
mits a claim to B’s plan for reimbursement.
Following an established policy, the plan
asks B for evidence of increased risk of
breast cancer, such as the results of a ge-
netic test or a family history of breast can-
cer, before the claim for the mammogram is
paid. This policy is applied uniformly to all
similarly situated individuals and is not di-
rected at individuals based on any genetic
information.

(ii) Conclusion. In this Example 2, the plan
does not violate paragraphs (c) or (d) of this
section. Under paragraph (c), the plan is per-
mitted to request and use the results of a ge-
netic test to make a determination regard-
ing payment, provided the plan requests only
the minimum amount of information nec-
essary. Because the medical appropriateness
of the mammogram depends on the genetic
makeup of the patient, the minimum
amount of information necessary includes
the results of the genetic test. Similarly, the
plan does not violate paragraph (d) of this
section because the plan is permitted to re-
quest genetic information in making a deter-
mination regarding the medical appropriate-
ness of a claim if the genetic information is
necessary to make the determination (and if
the genetic information is not used for un-
derwriting purposes).

Example 3. (i) Facts. Individual C was pre-
viously diagnosed with and treated for breast
cancer, which is currently in remission. In
accordance with the recommendation of C’s
physician, C has been taking a regular dose
of tamoxifen to help prevent a recurrence.
C’s group health plan adopts a new policy re-
quiring patients taking tamoxifen to under-
go a genetic test to ensure that tamoxifen is
medically appropriate for their genetic
makeup. In accordance with, at the time, the
latest scientific research, tamoxifen is not
helpful in up to 7 percent of breast cancer pa-
tients, those with certain variations of the
gene for making the CYP,D6 enzyme. If a pa-
tient has a gene variant making tamoxifen
not medically appropriate, the plan does not
pay for the tamoxifen prescription.

(ii) Conclusion. In this Erxample 3, the plan
does not violate paragraph (c) of this section
if it conditions future payments for the
tamoxifen prescription on C’s undergoing a
genetic test to determine what genetic
markers C has for making the CYP.D6 en-
zyme. Nor does the plan violate paragraph
(c) of this section if the plan refuses future
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payment if the results of the genetic test in-
dicate that tamoxifen is not medically ap-
propriate for C.

Example 4. (i) Facts. A group health plan of-
fers a diabetes disease management program
to all similarly situated individuals for
whom it is medically appropriate based on
whether the individuals have or are at risk
for diabetes. The program provides enhanced
benefits related only to diabetes for individ-
uals who qualify for the program. The plan
sends out a notice to all participants that
describes the diabetes disease management
program and explains the terms for eligi-
bility. Individuals interested in enrolling in
the program are advised to contact the plan
to demonstrate that they have diabetes or
that they are at risk for diabetes. For indi-
viduals who do not currently have diabetes,
genetic information may be used to dem-
onstrate that an individual is at risk.

(ii) Conclusion. In this Example 4, the plan
may condition benefits under the disease
management program upon a showing by an
individual that the individual is at risk for
diabetes, even if such showing may involve
genetic information, provided that the plan
requests genetic information only when nec-
essary to make a determination regarding
whether the disease management program is
medically appropriate for the individual and
only requests the minimum amount of infor-
mation necessary to make that determina-
tion.

Example 5. (i) Facts. Same facts as Example
4, except that the plan includes a question-
naire that asks about the occurrence of dia-
betes in members of the individual’s family
as part of the notice describing the disease
management program.

(ii) Conclusion. In this Example 5, the plan
violates the requirements of paragraph (d)(1)
of this section because the requests for ge-
netic information are not limited to those
situations in which it is necessary to make a
determination regarding whether the disease
management program is medically appro-
priate for the individuals.

Example 6. (i) Facts. Same facts as Example
4, except the disease management program
provides an enhanced benefit in the form of
a lower annual deductible to individuals
under the program; the lower deductible ap-
plies with respect to all medical expenses in-
curred by the individual. Thus, whether or
not a claim relates to diabetes, the indi-
vidual is provided with a lower deductible
based on the individual providing the plan
with genetic information.

(ii) Conclusion. In this Example 6, because
the enhanced benefits include benefits not
related to the determination of medical ap-
propriateness, making available the en-
hanced benefits is within the meaning of un-
derwriting purposes. Accordingly, the plan
may not request or require genetic informa-
tion (including family history information)
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in determining eligibility for enhanced bene-
fits under the program because such a re-
quest would be for underwriting purposes
and would violate paragraph (d)(1) of this
section.

(f) Applicability date. This section ap-
plies for plan years beginning on or
after December 7, 2009.

[74 FR 51688, Oct. 7, 2009]

§146.125 Applicability dates.

Section 144.103, §§146.111 through
146.119, 146.143, and 146.145 are applica-
ble for plan years beginning on or after
July 1, 2005. Until the applicability
date for this regulation, plans and
issuers are required to continue to
comply with the corresponding sec-
tions of 45 CFR parts 144 and 146, con-
tained in the 45 CFR, parts 1 to 199, edi-
tion revised as of October 1, 2004.

[69 FR 78797, Dec. 30, 2004; 70 FR 21147, Apr.
25, 2005]

Subpart C—Requirements Related
to Benefits

§146.130 Standards relating to bene-
fits for mothers and newborns.

(a) Hospital length of stay—(1) General
rule. Except as provided in paragraph
(a)(b) of this section, a group health
plan, or a health insurance issuer offer-
ing group health insurance coverage,
that provides benefits for a hospital
length of stay in connection with child-
birth for a mother or her newborn may
not restrict benefits for the stay to less
than—

(i) 48 hours following a vaginal deliv-
ery; or

(ii) 96 hours following a delivery by
cesarean section.

(2) When stay begins—(i) Delivery in a
hospital. If delivery occurs in a hos-
pital, the hospital length of stay for
the mother or newborn child begins at
the time of delivery (or in the case of
multiple births, at the time of the last
delivery).

(ii) Delivery outside a hospital. If deliv-
ery occurs outside a hospital, the hos-
pital length of stay begins at the time
the mother or newborn is admitted as a
hospital inpatient in connection with
childbirth. The determination of
whether an admission is in connection
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with childbirth is a medical decision to
be made by the attending provider.

(3) Examples. The rules of paragraphs
(a)(1) and (2) of this section are illus-
trated by the following examples. In
each example, the group health plan
provides benefits for hospital lengths of
stay in connection with childbirth and
is subject to the requirements of this
section, as follows:

Example 1. (i) Facts. A pregnant woman
covered under a group health plan goes into
labor and is admitted to the hospital at 10
p.m. on June 11. She gives birth by vaginal
delivery at 6 a.m. on June 12.

(ii) Conclusion. In this Example 1, the 48-
hour period described in paragraph (a)(1)(i) of
this section ends at 6 a.m. on June 14.

Example 2. (i) Facts. A woman covered
under a group health plan gives birth at
home by vaginal delivery. After the delivery,
the woman begins bleeding excessively in
connection with the childbirth and is admit-
ted to the hospital for treatment of the ex-
cessive bleeding at 7 p.m. on October 1.

(ii) Conclusion. In this Example 2, the 48-
hour period described in paragraph (a)(1)(i) of
this section ends at 7 p.m. on October 3.

Example 3. (i) Facts. A woman covered
under a group health plan gives birth by vag-
inal delivery at home. The child later devel-
ops pneumonia and is admitted to the hos-
pital. The attending provider determines
that the admission is not in connection with
childbirth.

(ii) Conclusion. In this Example 3, the hos-
pital length-of-stay requirements of this sec-
tion do not apply to the child’s admission to
the hospital because the admission is not in
connection with childbirth.

(4) Authorication not required—(i) In
general. A plan or issuer is prohibited
from requiring that a physician or
other health care provider obtain au-
thorization from the plan or issuer for
prescribing the hospital length of stay
specified in paragraph (a)(1) of this sec-
tion. (See also paragraphs (b)(2) and
(c)(3) of this section for rules and ex-
amples regarding other authorization
and certain notice requirements.)

(ii) Example. The rule of this para-
graph (a)(4) is illustrated by the fol-
lowing example:

Example. (i) Facts. In the case of a delivery
by cesarean section, a group health plan sub-
ject to the requirements of this section auto-
matically provides benefits for any hospital
length of stay of up to 72 hours. For any
longer stay, the plan requires an attending
provider to complete a certificate of medical
necessity. The plan then makes a determina-
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tion, based on the certificate of medical ne-
cessity, whether a longer stay is medically
necessary.

(ii) Conclusion. In this Example, the require-
ment that an attending provider complete a
certificate of medical necessity to obtain au-
thorization for the period between 72 hours
and 96 hours following a delivery by cesarean
section is prohibited by this paragraph (a)(4).

(5) Exceptions—(i) Discharge of mother.
If a decision to discharge a mother ear-
lier than the period specified in para-
graph (a)(1) of this section is made by
an attending provider, in consultation
with the mother, the requirements of
paragraph (a)(1) of this section do not
apply for any period after the dis-
charge.

(ii) Discharge of newborn. If a decision
to discharge a newborn child earlier
than the period specified in paragraph
(a)(1) of this section is made by an at-
tending provider, in consultation with
the mother (or the newborn’s author-
ized representative), the requirements
of paragraph (a)(1) of this section do
not apply for any period after the dis-
charge.

(iii) Attending provider defined. For
purposes of this section, attending pro-
vider means an individual who is 1li-
censed under applicable state law to
provide maternity or pediatric care and
who is directly responsible for pro-
viding maternity or pediatric care to a
mother or newborn child. Therefore, a
plan, hospital, managed care organiza-
tion, or other issuer is not an attending
provider.

(iv) Ezxample. The rules of this para-
graph (a)(b) are illustrated by the fol-
lowing example:

Example. (i) Facts. A pregnant woman cov-
ered under a group health plan subject to the
requirements of this section goes into labor
and is admitted to a hospital. She gives birth
by cesarean section. On the third day after
the delivery, the attending provider for the
mother consults with the mother, and the at-
tending provider for the newborn consults
with the mother regarding the newborn. The
attending providers authorize the early dis-
charge of both the mother and the newborn.
Both are discharged approximately 72 hours
after the delivery. The plan pays for the T72-
hour hospital stays.

(ii) Conclusion. In this Example, the require-
ments of this paragraph (a) have been satis-
fied with respect to the mother and the new-
born. If either is readmitted, the hospital
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stay for the readmission is not subject to
this section.

(b) Prohibitions—(1) With respect to
mothers—(i) In general. A group health
plan, and a health insurance issuer of-
fering group health insurance coverage,
may not—

(A) Deny a mother or her newborn
child eligibility or continued eligibility
to enroll or renew coverage under the
terms of the plan solely to avoid the
requirements of this section; or

(B) Provide payments (including pay-
ments-in-kind) or rebates to a mother
to encourage her to accept less than
the minimum protections available
under this section.

(ii) Erxamples. The rules of this para-
graph (b)(1) are illustrated by the fol-
lowing examples. In each example, the
group health plan is subject to the re-
quirements of this section, as follows:

Example 1. (i) Facts. A group health plan
provides benefits for at least a 48-hour hos-
pital length of stay following a vaginal deliv-
ery. If a mother and newborn covered under
the plan are discharged within 24 hours after
the delivery, the plan will waive the copay-
ment and deductible.

(ii) Conclusion. In this Example 1, because
waiver of the copayment and deductible is in
the nature of a rebate that the mother would
not receive if she and her newborn remained
in the hospital, it is prohibited by this para-
graph (b)(1). (In addition, the plan violates
paragraph (b)(2) of this section because, in
effect, no copayment or deductible is re-
quired for the first portion of the stay and a
double copayment and a deductible are re-
quired for the second portion of the stay.)

Example 2. (i) Facts. A group health plan
provides benefits for at least a 48-hour hos-
pital length of stay following a vaginal deliv-
ery. In the event that a mother and her new-
born are discharged earlier than 48 hours and
the discharges occur after consultation with
the mother in accordance with the require-
ments of paragraph (a)(5) of this section, the
plan provides for a follow-up visit by a nurse
within 48 hours after the discharges to pro-
vide certain services that the mother and her
newborn would otherwise receive in the hos-
pital.

(ii) Conclusion. In this Example 2, because
the follow-up visit does not provide any serv-
ices beyond what the mother and her new-
born would receive in the hospital, coverage
for the follow-up visit is not prohibited by
this paragraph (b)(1).

(2) With respect to benefit restrictions—
(i) In general. Subject to paragraph
(c)(3) of this section, a group health
plan, and a health insurance issuer of-
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fering group health insurance coverage,
may not restrict the benefits for any
portion of a hospital length of stay
specified in paragraph (a) of this sec-
tion in a manner that is less favorable
than the benefits provided for any pre-
ceding portion of the stay.

(ii) Example. The rules of this para-
graph (b)(2) are illustrated by the fol-
lowing example:

Example. (i) Facts. A group health plan sub-
ject to the requirements of this section pro-
vides benefits for hospital lengths of stay in
connection with childbirth. In the case of a
delivery by cesarean section, the plan auto-
matically pays for the first 48 hours. With
respect to each succeeding 24-hour period,
the participant or beneficiary must call the
plan to obtain precertification from a utili-
zation reviewer, who determines if an addi-
tional 24-hour period is medically necessary.
If this approval is not obtained, the plan will
not provide benefits for any succeeding 24-
hour period.

(ii) Conclusion. In this Example, the require-
ment to obtain precertification for the two
24-hour periods immediately following the
initial 48-hour stay is prohibited by this
paragraph (b)(2) because benefits for the lat-
ter part of the stay are restricted in a man-
ner that is less favorable than benefits for a
preceding portion of the stay. (However, this
section does not prohibit a plan from requir-
ing precertification for any period after the
first 96 hours.) In addition, the requirement
to obtain precertification from the plan
based on medical necessity for a hospital
length of stay within the 96-hour period
would also violate paragraph (a) of this sec-
tion.

(3) With respect to attending providers.
A group health plan, and a health in-
surance issuer offering group health in-
surance coverage, may not directly or
indirectly—

(i) Penalize (for example, take dis-
ciplinary action against or retaliate
against), or otherwise reduce or limit
the compensation of, an attending pro-
vider because the provider furnished
care to a participant or beneficiary in
accordance with this section; or

(ii) Provide monetary or other incen-
tives to an attending provider to in-
duce the provider to furnish care to a
participant or beneficiary in a manner
inconsistent with this section, includ-
ing providing any incentive that could
induce an attending provider to dis-
charge a mother or newborn earlier
than 48 hours (or 96 hours) after deliv-
ery.
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(c) Construction. With respect to this
section, the following rules of con-
struction apply:

(1) Hospital stays not mandatory. This
section does not require a mother to—

(i) Give birth in a hospital; or

(ii) Stay in the hospital for a fixed
period of time following the birth of
her child.

(2) Hospital stay benefits not mandated.
This section does not apply to any
group health plan, or any group health
insurance coverage, that does not pro-
vide benefits for hospital lengths of
stay in connection with childbirth for a
mother or her newborn child.

(3) Cost-sharing rules—(@{i) In general.
This section does not prevent a group
health plan or a health insurance
issuer offering group health insurance
coverage from imposing deductibles,
coinsurance, or other cost-sharing in
relation to benefits for hospital lengths
of stay in connection with childbirth
for a mother or a newborn under the
plan or coverage, except that the coin-
surance or other cost-sharing for any
portion of the hospital length of stay
specified in paragraph (a) of this sec-
tion may not be greater than that for
any preceding portion of the stay.

(ii) Examples. The rules of this para-
graph (c¢)(3) are illustrated by the fol-
lowing examples. In each example, the
group health plan is subject to the re-
quirements of this section, as follows:

Example 1. (i) Facts. A group health plan
provides benefits for at least a 48-hour hos-
pital length of stay in connection with vag-
inal deliveries. The plan covers 80 percent of
the cost of the stay for the first 24-hour pe-
riod and 50 percent of the cost of the stay for
the second 24-hour period. Thus, the coinsur-
ance paid by the patient increases from 20
percent to 50 percent after 24 hours.

(ii) Conclusion. In this Erample 1, the plan
violates the rules of this paragraph (c)(3) be-
cause coinsurance for the second 24-hour pe-
riod of the 48-hour stay is greater than that
for the preceding portion of the stay. (In ad-
dition, the plan also violates the similar rule
in paragraph (b)(2) of this section.)

Example 2. (i) Facts. A group health plan
generally covers 70 percent of the cost of a
hospital length of stay in connection with
childbirth. However, the plan will cover 80
percent of the cost of the stay if the partici-
pant or beneficiary notifies the plan of the
pregnancy in advance of admission and uses
whatever hospital the plan may designate.

(ii) Conclusion. In this Erample 2, the plan
does not violate the rules of this paragraph
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(c)(3) because the level of benefits provided
(70 percent or 80 percent) is consistent
throughout the 48-hour (or 96-hour) hospital
length of stay required under paragraph (a)
of this section. (In addition, the plan does
not violate the rules in paragraph (a)(4) or
(b)(2) of this section.)

(4) Compensation of attending provider.
This section does not prevent a group
health plan or a health insurance
issuer offering group health insurance
coverage from negotiating with an at-
tending provider the level and type of
compensation for care furnished in ac-
cordance with this section (including
paragraph (b) of this section).

(d) Notice requirement. Except as pro-
vided in paragraph (d)(4) of this sec-
tion, a group health plan that provides
benefits for hospital lengths of stay in
connection with childbirth must meet
the following requirements:

(1) Required statement. The plan docu-
ment that provides a description of
plan benefits to participants and bene-
ficiaries, or that notifies participants
and Dbeneficiaries of plan benefit
changes, must disclose information
that notifies participants and bene-
ficiaries of their rights under this sec-
tion.

(2) Disclosure notice. To meet the dis-
closure requirement set forth in para-
graph (d)(1) of this section, the fol-
lowing disclosure notice must be used:

STATEMENT OF RIGHTS UNDER THE NEWBORNS’
AND MOTHERS’ HEALTH PROTECTION ACT

Under federal law, group health plans and
health insurance issuers offering group
health insurance coverage generally may not
restrict benefits for any hospital length of
stay in connection with childbirth for the
mother or newborn child to less than 48
hours following a vaginal delivery, or less
than 96 hours following a delivery by cesar-
ean section. However, the plan or issuer may
pay for a shorter stay if the attending pro-
vider (e.g., your physician, nurse midwife, or
physician assistant), after consultation with
the mother, discharges the mother or new-
born earlier.

Also, under federal law, plans and issuers
may not set the level of benefits or out-of-
pocket costs so that any later portion of the
48-hour (or 96-hour) stay is treated in a man-
ner less favorable to the mother or newborn
than any earlier portion of the stay.

In addition, a plan or issuer may not,
under federal law, require that a physician
or other health care provider obtain author-
ization for prescribing a length of stay of up
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to 48 hours (or 96 hours). However, to use cer-
tain providers or facilities, or to reduce your
out-of-pocket costs, you may be required to
obtain precertification. For information on
precertification, contact your plan adminis-
trator.

(38) Timing of disclosure. The disclosure
notice in paragraph (d)(2) of this sec-
tion shall be furnished to each partici-
pant covered under a group health
plan, and each beneficiary receiving
benefits under a group health plan, not
later than 60 days after the first day of
the first plan year beginning on or
after January 1, 2009. Each time a plan
distributes one or both of the docu-
ments described in paragraph (d)(1) to
participants and beneficiaries after
providing this initial notice, the disclo-
sure notice in paragraph (d)(2) must ap-
pear in at least one of those docu-
ments.

(4) Exceptions. The requirements of
this paragraph (d) do not apply in the
following situations.

(i) Self-insured plans that have already
provided notice. If benefits for hospital
lengths of stay in connection with
childbirth are not provided through
health insurance coverage, and the
group health plan has already provided
an initial notice that complies with
paragraphs (d)(1) and (d)(2) of this sec-
tion, the group health plan is not auto-
matically required to provide another
such notice to participants and bene-
ficiaries who have been provided with
the initial notice. However, following
the effective date of these regulations,
whenever such a plan provides one or
both of the documents described in
paragraph (d)(1) of this section to par-
ticipants and beneficiaries, the disclo-
sure notice in paragraph (d)(2) of this
section must appear in at least one of
those documents.

(ii) Self-insured plans that have elected
exemption from this section. If benefits
for hospital lengths of stay in connec-
tion with childbirth are not provided
through health insurance coverage, and
the group health plan has made the
election described in Sec. 146.180 to be
exempted from the requirements of
this section, the group health plan is
not subject to this paragraph (d).

(iii) Insured plans. If benefits for hos-
pital lengths of stay in connection with
childbirth are provided through health
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insurance coverage, and the coverage is
regulated under a State law described
in paragraph (e) of this section, the
group health plan is not subject to this
paragraph (d).

(e) Applicability in certain states—(1)
Health insurance coverage. The require-
ments of section 2725 of the PHS Act
and this section do not apply with re-
spect to health insurance coverage of-
fered in connection with a group health
plan if there is a state law regulating
the coverage that meets any of the fol-
lowing criteria:

(i) The state law requires the cov-
erage to provide for at least a 48-hour
hospital length of stay following a vag-
inal delivery and at least a 96-hour hos-
pital length of stay following a deliv-
ery by cesarean section.

(ii) The state law requires the cov-
erage to provide for maternity and pe-
diatric care in accordance with guide-
lines that relate to care following
childbirth established by the American
College of Obstetricians and Gyne-
cologists, the American Academy of
Pediatrics, or any other established
professional medical association.

(iii) The state law requires, in con-
nection with the coverage for mater-
nity care, that the hospital length of
stay for such care is left to the decision
of (or is required to be made by) the at-
tending provider in consultation with
the mother. State laws that require the
decision to be made by the attending
provider with the consent of the moth-
er satisfy the criterion of this para-
graph (e)(1)(iii).

(2) Group health plans—@{i) Fully-in-
sured plans. For a group health plan
that provides benefits solely through
health insurance coverage, if the state
law regulating the health insurance
coverage meets any of the criteria in
paragraph (e)(1) of this section, then
the requirements of section 2725 of the
PHS Act and this section do not apply.

(i1) Self-insured plans. For a group
health plan that provides all benefits
for hospital lengths of stay in connec-
tion with childbirth other than
through health insurance coverage, the
requirements of section 2725 of the PHS
Act and this section apply.

(iii) Partially-insured plans. For a
group health plan that provides some
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benefits through health insurance cov-
erage, if the state law regulating the
health insurance coverage meets any of
the criteria in paragraph (e)(1) of this
section, then the requirements of sec-
tion 2725 of the PHS Act and this sec-
tion apply only to the extent the plan
provides benefits for hospital lengths of
stay in connection with childbirth
other than through health insurance
coverage.

(3) Relation to section 2724 (a) of the
PHS Act. The preemption provisions
contained in section 2724 (a)(1) of the
PHS Act and Sec. 146.143(a) do not su-
persede a state law described in para-
graph (e)(1) of this section.

(4) Examples. The rules of this para-
graph (e) are illustrated by the fol-
lowing examples:

Example 1. (i) Facts. A group health plan
buys group health insurance coverage in a
state that requires that the coverage provide
for at least a 48-hour hospital length of stay
following a vaginal delivery and at least a 96-
hour hospital length of stay following a de-
livery by cesarean section.

(ii) Conclusion. In this Example 1, the cov-
erage is subject to state law, and the require-
ments of section 2725 of the PHS Act and this
section do not apply.

Example 2. (i) Facts. A self-insured group
health plan covers hospital lengths of stay in
connection with childbirth in a state that re-
quires health insurance coverage to provide
for maternity and pediatric care in accord-
ance with guidelines that relate to care fol-
lowing childbirth established by the Amer-
ican College of Obstetricians and Gyne-
cologists and the American Academy of Pe-
diatrics.

(ii) Conclusion. In this Example 2, even
though the state law satisfies the criterion
of paragraph (e)(1)(ii) of this section, because
the plan provides benefits for hospital
lengths of stay in connection with childbirth
other than through health insurance cov-
erage, the plan is subject to the require-
ments of section 2725 of the PHS Act and this
section.

(f) Applicability date. Section 2725 of
the PHS Act applies to group health
plans, and health insurance issuers of-
fering group health insurance coverage,
for plan years beginning on or after
January 1, 1998. This section applies to
group health plans, and health insur-
ance issuers offering group health in-
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surance coverage, for plan years begin-
ning on or after January 1, 2009.

[73 FR 62424, Oct. 20, 2008, as amended at 75
FR 27138, May 13, 2010]

§146.136 Parity in mental health and
substance use disorder benefits.

(a) Meaning of terms. For purposes of
this section, except where the context
clearly indicates otherwise, the fol-
lowing terms have the meanings indi-
cated:

Aggregate lifetime dollar limit means a
dollar limitation on the total amount
of specified benefits that may be paid
under a group health plan (or health
insurance coverage offered in connec-
tion with such a plan) for any coverage
unit.

Annual dollar limit means a dollar
limitation on the total amount of spec-
ified benefits that may be paid in a 12-
month period under a group health
plan (or health insurance coverage of-
fered in connection with such a plan)
for any coverage unit.

Coverage unit means coverage unit as
described in paragraph (c¢)(1)(iv) of this
section.

Cumulative financial requirements are
financial requirements that determine
whether or to what extent benefits are
provided based on accumulated
amounts and include deductibles and
out-of-pocket maximums. (However,
cumulative financial requirements do
not include aggregate lifetime or an-
nual dollar limits because these two
terms are excluded from the meaning
of financial requirements.)

Cumulative quantitative treatment limi-
tations are treatment limitations that
determine whether or to what extent
benefits are provided based on accumu-
lated amounts, such as annual or life-
time day or visit limits.

Financial requirements include
deductibles, copayments, coinsurance,
or out-of-pocket maximums. Financial
requirements do not include aggregate
lifetime or annual dollar limits.

Medical/surgical benefits means bene-
fits with respect to items or services
for medical conditions or surgical pro-
cedures, as defined under the terms of
the plan or health insurance coverage
and in accordance with applicable Fed-
eral and State law, but does not in-
clude mental health or substance use
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disorder benefits. Any condition de-
fined by the plan or coverage as being
or as not being a medical/surgical con-
dition must be defined to be consistent
with generally recognized independent
standards of current medical practice
(for example, the most current version
of the International Classification of
Diseases (ICD) or State guidelines).

Mental health benefits means benefits
with respect to items or services for
mental health conditions, as defined
under the terms of the plan or health
insurance coverage and in accordance
with applicable Federal and State law.
Any condition defined by the plan or
coverage as being or as not being a
mental health condition must be de-
fined to be consistent with generally
recognized independent standards of
current medical practice (for example,
the most current version of the Diag-
nostic and Statistical Manual of Men-
tal Disorders (DSM), the most current
version of the ICD, or State guide-
lines).

Substance use disorder benefits means
benefits with respect to items or serv-
ices for substance use disorders, as de-
fined under the terms of the plan or
health insurance coverage and in ac-
cordance with applicable Federal and
State law. Any disorder defined by the
plan as being or as not being a sub-
stance use disorder must be defined to
be consistent with generally recognized
independent standards of current med-
ical practice (for example, the most
current version of the DSM, the most
current version of the ICD, or State
guidelines).

Treatment limitations include limits on
benefits based on the frequency of
treatment, number of visits, days of
coverage, days in a waiting period, or
other similar limits on the scope or du-
ration of treatment. Treatment limita-
tions include both quantitative treat-
ment limitations, which are expressed
numerically (such as 50 outpatient vis-
its per year), and nonquantitative
treatment limitations, which otherwise
limit the scope or duration of benefits
for treatment under a plan or coverage.
(See paragraph (c)(4)(ii) of this section
for an illustrative list of nonquantita-
tive treatment limitations.) A perma-
nent exclusion of all benefits for a par-
ticular condition or disorder, however,
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is not a treatment limitation for pur-
poses of this definition.

(b) Parity requirements with respect to
aggregate lifetime and annual dollar lim-
its. This paragraph (b) details the appli-
cation of the parity requirements with
respect to aggregate lifetime and an-
nual dollar limits. This paragraph (b)
does not address the provisions of PHS
Act section 2711, which prohibit impos-
ing lifetime and annual limits on the
dollar value of essential health bene-
fits. For more information, see §147.126
of this subchapter.

(1) General—(i) General parity require-
ment. A group health plan (or health in-
surance coverage offered by an issuer
in connection with a group health plan)
that provides both medical/surgical
benefits and mental health or sub-
stance use disorder benefits must com-
ply with paragraph (b)2), (b)3), or
(b)(b) of this section.

(ii) Exception. The rule in paragraph
(b)(1)(@) of this section does not apply if
a plan (or health insurance coverage)
satisfies the requirements of paragraph
(f) or (g) of this section (relating to ex-
emptions for small employers and for
increased cost).

(2) Plan with no limit or limits on less
than one-third of all medical/surgical ben-
efits. If a plan (or health insurance cov-
erage) does not include an aggregate
lifetime or annual dollar limit on any
medical/surgical benefits or includes an
aggregate lifetime or annual dollar
limit that applies to less than one-
third of all medical/surgical benefits, it
may not impose an aggregate lifetime
or annual dollar limit, respectively, on
mental health or substance use dis-
order benefits.

(3) Plan with a limit on at least two-
thirds of all medical/surgical benefits. If a
plan (or health insurance coverage) in-
cludes an aggregate lifetime or annual
dollar limit on at least two-thirds of
all medical/surgical benefits, it must
either—

(i) Apply the aggregate lifetime or
annual dollar limit both to the med-
ical/surgical benefits to which the
limit would otherwise apply and to
mental health or substance use dis-
order benefits in a manner that does
not distinguish between the medical/
surgical benefits and mental health or
substance use disorder benefits; or
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(ii) Not include an aggregate lifetime
or annual dollar limit on mental health
or substance use disorder benefits that
is less than the aggregate lifetime or
annual dollar limit, respectively, on
medical/surgical benefits. (For cumu-
lative limits other than aggregate life-
time or annual dollar limits, see para-
graph (¢)(3)(v) of this section prohib-
iting separately accumulating cumu-
lative financial requirements or cumu-
lative quantitative treatment limita-
tions.)

(4) Determining omne-third and two-
thirds of all medical/surgical benefits. For
purposes of this paragraph (b), the de-
termination of whether the portion of
medical/surgical benefits subject to an
aggregate lifetime or annual dollar
limit represents omne-third or two-
thirds of all medical/surgical benefits
is based on the dollar amount of all
plan payments for medical/surgical
benefits expected to be paid under the
plan for the plan year (or for the por-
tion of the plan year after a change in
plan benefits that affects the applica-
bility of the aggregate lifetime or an-
nual dollar limits). Any reasonable
method may be used to determine
whether the dollar amount expected to
be paid under the plan will constitute
one-third or two-thirds of the dollar
amount of all plan payments for med-
ical/surgical benefits.

(6) Plan mot described in paragraph
(b)(2) or (b)(3) of this section—(i) In gen-
eral. A group health plan (or health in-
surance coverage) that is not described
in paragraph (b)(2) or (b)(3) of this sec-
tion with respect to aggregate lifetime
or annual dollar limits on medical/sur-
gical benefits, must either—

(A) Impose no aggregate lifetime or
annual dollar limit, as appropriate, on
mental health or substance use dis-
order benefits; or

(B) Impose an aggregate lifetime or
annual dollar limit on mental health or
substance use disorder benefits that is
no less than an average limit cal-
culated for medical/surgical benefits in
the following manner. The average
limit is calculated by taking into ac-
count the weighted average of the ag-
gregate lifetime or annual dollar lim-
its, as appropriate, that are applicable
to the categories of medical/surgical
benefits. Limits based on delivery sys-
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tems, such as inpatient/outpatient
treatment or normal treatment of com-
mon, low-cost conditions (such as
treatment of normal births), do not
constitute categories for purposes of
this paragraph (b)(5)(i)(B). In addition,
for purposes of determining weighted
averages, any benefits that are not
within a category that is subject to a
separately-designated dollar limit
under the plan are taken into account
as a single separate category by using
an estimate of the upper limit on the
dollar amount that a plan may reason-
ably be expected to incur with respect
to such benefits, taking into account
any other applicable restrictions under
the plan.

(ii) Weighting. For purposes of this
paragraph (b)(5), the weighting applica-
ble to any category of medical/surgical
benefits is determined in the manner
set forth in paragraph (b)(4) of this sec-
tion for determining one-third or two-
thirds of all medical/surgical benefits.

(c) Parity requirements with respect to
financial requirements and treatment limi-
tations—(1) Clarification of terms—()
Classification of benefits. When reference
is made in this paragraph (c) to a clas-
sification of benefits, the term ‘‘classi-
fication’” means a classification as de-
scribed in paragraph (c)(2)(ii) of this
section.

(ii) Type of financial requirement or
treatment limitation. When reference is
made in this paragraph (c) to a type of
financial requirement or treatment
limitation, the reference to type means
its nature. Different types of financial
requirements include deductibles, co-
payments, coinsurance, and out-of-
pocket maximums. Different types of
quantitative treatment limitations in-
clude annual, episode, and lifetime day
and visit limits. See paragraph (c)(4)(ii)
of this section for an illustrative list of
nonquantitative treatment limitations.

(iii) Level of a type of financial require-
ment or treatment limitation. When ref-
erence is made in this paragraph (c) to
a level of a type of financial require-
ment or treatment limitation, level re-
fers to the magnitude of the type of fi-
nancial requirement or treatment limi-
tation. For example, different levels of
coinsurance include 20 percent and 30
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percent; different levels of a copay-
ment include $15 and $20; different lev-
els of a deductible include $250 and $500;
and different levels of an episode limit
include 21 inpatient days per episode
and 30 inpatient days per episode.

(iv) Coverage unit. When reference is
made in this paragraph (c) to a cov-
erage unit, coverage unit refers to the
way in which a plan (or health insur-
ance coverage) groups individuals for
purposes of determining benefits, or
premiums or contributions. For exam-

ple, different coverage units include
self-only, family, and employee-plus-
spouse.

(2) General parity requirement—(@i) Gen-
eral rule. A group health plan (or health
insurance coverage offered by an issuer
in connection with a group health plan)
that provides both medical/surgical
benefits and mental health or sub-
stance use disorder benefits may not
apply any financial requirement or
treatment limitation to mental health
or substance use disorder benefits in
any classification that is more restric-
tive than the predominant financial re-
quirement or treatment limitation of
that type applied to substantially all
medical/surgical benefits in the same
classification. Whether a financial re-
quirement or treatment limitation is a
predominant financial requirement or
treatment limitation that applies to
substantially all medical/surgical bene-
fits in a classification is determined
separately for each type of financial re-
quirement or treatment limitation.
The application of the rules of this
paragraph (c)(2) to financial require-
ments and quantitative treatment lim-
itations is addressed in paragraph (c)(3)
of this section; the application of the
rules of this paragraph (c)(2) to non-
quantitative treatment limitations is
addressed in paragraph (c)(4) of this
section.

(ii) Classifications of benefits used for
applying rules—(A) In general. If a plan
(or health insurance coverage) provides
mental health or substance use dis-
order benefits in any classification of
benefits described in this paragraph
(c)(2)(ii), mental health or substance
use disorder benefits must be provided
in every classification in which med-
ical/surgical benefits are provided. In
determining the classification in which
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a particular benefit belongs, a plan (or
health insurance issuer) must apply
the same standards to medical/surgical
benefits and to mental health or sub-
stance use disorder benefits. To the ex-
tent that a plan (or health insurance
coverage) provides benefits in a classi-
fication and imposes any separate fi-
nancial requirement or treatment limi-
tation (or separate level of a financial
requirement or treatment limitation)
for benefits in the classification, the
rules of this paragraph (c) apply sepa-
rately with respect to that classifica-
tion for all financial requirements or
treatment limitations (illustrated in
examples in paragraph (c¢)(2)(ii)(C) of
this section). The following classifica-
tions of benefits are the only classifica-
tions used in applying the rules of this
paragraph (c):

(1) Inpatient, in-network. Benefits fur-
nished on an inpatient basis and within
a network of providers established or
recognized under a plan or health in-
surance coverage. See special rules for
plans with multiple network tiers in
paragraph (c¢)(3)(iii) of this section.

(2) Inpatient, out-of-network. Benefits
furnished on an inpatient basis and
outside any network of providers estab-
lished or recognized under a plan or
health insurance coverage. This classi-
fication includes inpatient benefits
under a plan (or health insurance cov-
erage) that has no network of pro-
viders.

(3) Outpatient, in-network. Benefits
furnished on an outpatient basis and
within a network of providers estab-
lished or recognized under a plan or
health insurance coverage. See special
rules for office visits and plans with
multiple network tiers in paragraph
(¢)(3)(iii) of this section.

(4) Outpatient, out-of-network. Bene-
fits furnished on an outpatient basis
and outside any network of providers
established or recognized under a plan
or health insurance coverage. This
classification includes outpatient bene-
fits under a plan (or health insurance
coverage) that has no network of pro-
viders. See special rules for office visits
in paragraph (c¢)(3)(iii) of this section.

(5) Emergency care. Benefits for emer-
gency care.

(6) Prescription drugs. Benefits for pre-
scription drugs. See special rules for
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multi-tiered prescription drug benefits
in paragraph (c)(3)(iii) of this section.

(B) Application to out-of-network pro-
viders. See paragraph (c¢)(2)(ii)(A) of
this section, under which a plan (or
health insurance coverage) that pro-
vides mental health or substance use
disorder benefits in any classification
of benefits must provide mental health
or substance use disorder benefits in
every classification in which medical/
surgical benefits are provided, includ-
ing out-of-network classifications.

(C) Examples. The rules of this para-
graph (c)(2)(ii) are illustrated by the
following examples. In each example,
the group health plan is subject to the
requirements of this section and pro-
vides both medical/surgical benefits
and mental health and substance use
disorder benefits.

Example 1. (i) Facts. A group health plan of-
fers inpatient and outpatient benefits and
does not contract with a network of pro-
viders. The plan imposes a $500 deductible on
all benefits. For inpatient medical/surgical
benefits, the plan imposes a coinsurance re-
quirement. For outpatient medical/surgical
benefits, the plan imposes copayments. The
plan imposes no other financial require-
ments or treatment limitations.

(ii) Conclusion. In this Example 1, because
the plan has no network of providers, all
benefits provided are out-of-network. Be-
cause inpatient, out-of-network medical/sur-
gical benefits are subject to separate finan-
cial requirements from outpatient, out-of-
network medical/surgical benefits, the rules
of this paragraph (c) apply separately with
respect to any financial requirements and
treatment limitations, including the deduct-
ible, in each classification.

Example 2. (i) Facts. A plan imposes a $500
deductible on all benefits. The plan has no
network of providers. The plan generally im-
poses a 20 percent coinsurance requirement
with respect to all benefits, without distin-
guishing among inpatient, outpatient, emer-
gency care, or prescription drug benefits.
The plan imposes no other financial require-
ments or treatment limitations.

(ii) Conclusion. In this Example 2, because
the plan does not impose separate financial
requirements (or treatment limitations)
based on classification, the rules of this
paragraph (c) apply with respect to the de-
ductible and the coinsurance across all bene-
fits.

Example 3. (i) Facts. Same facts as Example
2, except the plan exempts emergency care
benefits from the 20 percent coinsurance re-
quirement. The plan imposes no other finan-
cial requirements or treatment limitations.
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(ii) Conclusion. In this Erxample 3, because
the plan imposes separate financial require-
ments based on classifications, the rules of
this paragraph (c¢) apply with respect to the
deductible and the coinsurance separately
for—

(A) Benefits in the emergency care classi-
fication; and

(B) All other benefits.

Example 4. (i) Facts. Same facts as Example
2, except the plan also imposes a
preauthorization requirement for all inpa-
tient treatment in order for benefits to be
paid. No such requirement applies to out-
patient treatment.

(ii) Conclusion. In this Example 4, because
the plan has no network of providers, all
benefits provided are out-of-network. Be-
cause the plan imposes a separate treatment
limitation based on classifications, the rules
of this paragraph (c) apply with respect to
the deductible and coinsurance separately
for—

(A) Inpatient, out-of-network benefits; and

(B) All other benefits.

(3) Financial requirements and quan-
titative treatment limitations—(i) Deter-
mining ‘‘substantially all’”’ and ‘‘predomi-
nant”’—(A) Substantially all. For pur-
poses of this paragraph (c), a type of fi-
nancial requirement or quantitative
treatment limitation is considered to
apply to substantially all medical/sur-
gical benefits in a classification of ben-
efits if it applies to at least two-thirds
of all medical/surgical benefits in that
classification. (For this purpose, bene-
fits expressed as subject to a zero level
of a type of financial requirement are
treated as benefits not subject to that
type of financial requirement, and ben-
efits expressed as subject to a quan-
titative treatment limitation that is
unlimited are treated as benefits not
subject to that type of quantitative
treatment limitation.) If a type of fi-
nancial requirement or quantitative
treatment limitation does not apply to
at least two-thirds of all medical/sur-
gical benefits in a classification, then
that type cannot be applied to mental
health or substance use disorder bene-
fits in that classification.

(B) Predominant—(1) If a type of fi-
nancial requirement or quantitative
treatment limitation applies to at
least two-thirds of all medical/surgical
benefits in a classification as deter-
mined under paragraph (c)(3)(1)(A) of
this section, the level of the financial
requirement or quantitative treatment
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limitation that is considered the pre-
dominant level of that type in a classi-
fication of benefits is the level that ap-
plies to more than one-half of medical/
surgical benefits in that classification
subject to the financial requirement or
quantitative treatment limitation.

(2) If, with respect to a type of finan-
cial requirement or quantitative treat-
ment limitation that applies to at least
two-thirds of all medical/surgical bene-
fits in a classification, there is no sin-
gle level that applies to more than one-
half of medical/surgical benefits in the
classification subject to the financial
requirement or quantitative treatment
limitation, the plan (or health insur-
ance issuer) may combine levels until
the combination of levels applies to
more than one-half of medical/surgical
benefits subject to the financial re-
quirement or quantitative treatment
limitation in the classification. The
least restrictive level within the com-
bination is considered the predominant
level of that type in the classification.
(For this purpose, a plan may combine
the most restrictive levels first, with
each less restrictive level added to the
combination until the combination ap-
plies to more than one-half of the bene-
fits subject to the financial require-
ment or treatment limitation.)

(C) Portion based on plan payments.
For purposes of this paragraph (c), the
determination of the portion of med-
ical/surgical benefits in a classification
of benefits subject to a financial re-
quirement or quantitative treatment
limitation (or subject to any level of a
financial requirement or quantitative
treatment limitation) is based on the
dollar amount of all plan payments for
medical/surgical benefits in the classi-
fication expected to be paid under the
plan for the plan year (or for the por-
tion of the plan year after a change in
plan benefits that affects the applica-
bility of the financial requirement or
quantitative treatment limitation).

(D) Clarifications for certain threshold
requirements. For any deductible, the
dollar amount of plan payments in-
cludes all plan payments with respect
to claims that would be subject to the
deductible if it had not been satisfied.
For any out-of-pocket maximum, the
dollar amount of plan payments in-
cludes all plan payments associated
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with out-of-pocket payments that are
taken into account towards the out-of-
pocket maximum as well as all plan
payments associated with out-of-pock-
et payments that would have been
made towards the out-of-pocket max-
imum if it had not been satisfied. Simi-
lar rules apply for any other thresholds
at which the rate of plan payment
changes. (See also PHS Act section
2707(b) and Affordable Care Act section
1302(c), which establish limitations on
annual deductibles for mnon-grand-
fathered health plans in the small
group market and annual limitations
on out-of-pocket maximums for all
non-grandfathered health plans.)

(E) Determining the dollar amount of
plan payments. Subject to paragraph
(¢)(3)(1)(D) of this section, any reason-
able method may be used to determine
the dollar amount expected to be paid
under a plan for medical/surgical bene-
fits subject to a financial requirement
or quantitative treatment limitation
(or subject to any level of a financial
requirement or quantitative treatment
limitation).

(ii) Application to different coverage
units. If a plan (or health insurance
coverage) applies different levels of a
financial requirement or quantitative
treatment limitation to different cov-
erage units in a classification of med-
ical/surgical benefits, the predominant
level that applies to substantially all
medical/surgical benefits in the classi-
fication is determined separately for
each coverage unit.

(iii) Special rules—(A) Multi-tiered pre-
scription drug benefits. If a plan (or
health insurance coverage) applies dif-
ferent levels of financial requirements
to different tiers of prescription drug
benefits based on reasonable factors de-
termined in accordance with the rules
in paragraph (c)(4)(i) of this section (re-
lating to requirements for non-
quantitative treatment limitations)
and without regard to whether a drug
is generally prescribed with respect to
medical/surgical benefits or with re-
spect to mental health or substance
use disorder benefits, the plan (or
health insurance coverage) satisfies
the parity requirements of this para-
graph (c) with respect to prescription
drug benefits. Reasonable factors in-
clude cost, efficacy, generic versus
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brand name, and mail order versus
pharmacy pick-up.

(B) Multiple network tiers. If a plan (or
health insurance coverage) provides
benefits through multiple tiers of in-
network providers (such as an in-net-
work tier of preferred providers with
more generous cost-sharing to partici-
pants than a separate in-network tier
of participating providers), the plan
may divide its benefits furnished on an
in-network basis into sub-classifica-
tions that reflect network tiers, if the
tiering is based on reasonable factors
determined in accordance with the
rules in paragraph (c)(4)(i) of this sec-
tion (such as quality, performance, and
market standards) and without regard
to whether a provider provides services
with respect to medical/surgical bene-
fits or mental health or substance use
disorder benefits. After the sub-classi-
fications are established, the plan or
issuer may not impose any financial re-
quirement or treatment limitation on
mental health or substance use dis-
order benefits in any sub-classification
that is more restrictive than the pre-
dominant financial requirement or
treatment limitation that applies to
substantially all medical/surgical bene-
fits in the sub-classification using the
methodology set forth in paragraph
(¢)(3)(i) of this section.

(C) Sub-classifications permitted for of-
fice visits, separate from other outpatient
services. For purposes of applying the
financial requirement and treatment
limitation rules of this paragraph (c), a
plan or issuer may divide its benefits
furnished on an outpatient basis into
the two sub-classifications described in
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this paragraph (c)(3)(iii)(C). After the
sub-classifications are established, the
plan or issuer may not impose any fi-
nancial requirement or quantitative
treatment limitation on mental health
or substance use disorder benefits in
any sub-classification that is more re-
strictive than the predominant finan-
cial requirement or quantitative treat-
ment limitation that applies to sub-
stantially all medical/surgical benefits
in the sub-classification using the
methodology set forth in paragraph
(c)(3)(1) of this section. Sub-classifica-
tions other than these special rules,
such as separate sub-classifications for
generalists and specialists, are not per-
mitted. The two sub-classifications
permitted under this paragraph
(c)(3)(iii)(C) are:

(I) Office visits (such as physician
visits), and

(2) All other outpatient items and
services (such as outpatient surgery,
facility charges for day treatment cen-
ters, laboratory charges, or other med-
ical items).

(iv) Examples. The rules of paragraphs
(©)(3)({), (c)(3)(i), and (c)(3)(iii) of this
section are illustrated by the following
examples. In each example, the group
health plan is subject to the require-
ments of this section and provides both
medical/surgical benefits and mental
health and substance use disorder bene-
fits.

Example 1. (i) Facts. For inpatient, out-of-
network medical/surgical benefits, a group
health plan imposes five levels of coinsur-
ance. Using a reasonable method, the plan
projects its payments for the upcoming year
as follows:

Coinsurance rate 10%
Projected payments ... $200x $100x
Percent of total plan costs ........ 20% 10%
Percent subject to coinsurance | N/A 12.5%
level. (100x/800x)

15%
$450x

45%
56.25%
(450x/800x)

20%
$100x

10%

12.5%
(100x/800x)

30%
$150x

15%
18.75%
(150x/800x)

Total.
$1,000x.

The plan projects plan costs of $800x to be
subject to coinsurance ($100x + $450x + $100x
+ $150x = $800x). Thus, 80 percent ($800x/
$1,000x) of the benefits are projected to be
subject to coinsurance, and 56.25 percent of
the benefits subject to coinsurance are pro-
jected to be subject to the 15 percent coin-
surance level.

(ii) Conclusion. In this Example 1, the two-
thirds threshold of the substantially all
standard is met for coinsurance because 80

percent of all inpatient, out-of-network med-
ical/surgical benefits are subject to coinsur-
ance. Moreover, the 15 percent coinsurance is
the predominant level because it is applica-
ble to more than one-half of inpatient, out-
of-network medical/surgical benefits subject
to the coinsurance requirement. The plan
may not impose any level of coinsurance
with respect to inpatient, out-of-network
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mental health or substance use disorder ben-
efits that is more restrictive than the 15 per-
cent level of coinsurance.

Example 2. (i) Facts. For outpatient, in-net-
work medical/surgical benefits, a plan im-

§146.136

poses five different copayment levels. Using
a reasonable method, the plan projects pay-
ments for the upcoming year as follows:

Copayment amount ... $0 $10
Projected payments .. $200x $200x
Percent of total plan costs ........ 20% 20%
Percent subject to copayments | N/A 25%
(200x/800x)

$15 $20 $50 Total.
$200x $300x $100x $1,000x.
20% 30% 10%

25% 37.5% 12.5%

(200x/800x) | (300x/800x) | (100x/800x)

The plan projects plan costs of $800x to be
subject to copayments ($200x + $200x + $300x
+ $100x = $800x). Thus, 80 percent ($800x/
$1,000x) of the benefits are projected to be
subject to a copayment.

(ii) Conclusion. In this Example 2, the two-
thirds threshold of the substantially all
standard is met for copayments because 80
percent of all outpatient, in-network med-
ical/surgical benefits are subject to a copay-
ment. Moreover, there is no single level that
applies to more than one-half of medical/sur-
gical benefits in the classification subject to
a copayment (for the $10 copayment, 25%; for
the $15 copayment, 25%; for the $20 copay-
ment, 37.5%; and for the $50 copayment,
12.5%). The plan can combine any levels of
copayment, including the highest levels, to
determine the predominant level that can be
applied to mental health or substance use
disorder benefits. If the plan combines the
highest levels of copayment, the combined
projected payments for the two highest co-
payment levels, the $50 copayment and the
$20 copayment, are not more than one-half of
the outpatient, in-network medical/surgical
benefits subject to a copayment because they
are exactly one-half ($300x + $100x = $400x;
$400x/$800x = 50%). The combined projected
payments for the three highest copayment
levels—the $50 copayment, the $20 copay-
ment, and the $15 copayment—are more than
one-half of the outpatient, in-network med-
ical/surgical benefits subject to the copay-
ments ($100x + $300x + $200x = $600x; $600x/
$800x = 75%). Thus, the plan may not impose
any copayment on outpatient, in-network
mental health or substance use disorder ben-
efits that is more restrictive than the least

restrictive copayment in the combination,
the $15 copayment.

Example 3. (i) Facts. A plan imposes a $250
deductible on all medical/surgical benefits
for self-only coverage and a $500 deductible
on all medical/surgical benefits for family
coverage. The plan has no network of pro-
viders. For all medical/surgical benefits, the
plan imposes a coinsurance requirement. The
plan imposes no other financial require-
ments or treatment limitations.

(ii) Conclusion. In this Example 3, because
the plan has no network of providers, all
benefits are provided out-of-network. Be-
cause self-only and family coverage are sub-
ject to different deductibles, whether the de-
ductible applies to substantially all medical/
surgical benefits is determined separately
for self-only medical/surgical benefits and
family medical/surgical benefits. Because the
coinsurance is applied without regard to cov-
erage units, the predominant coinsurance
that applies to substantially all medical/sur-
gical benefits is determined without regard
to coverage units.

Example 4. (i) Facts. A plan applies the fol-
lowing financial requirements for prescrip-
tion drug benefits. The requirements are ap-
plied without regard to whether a drug is
generally prescribed with respect to medical/
surgical benefits or with respect to mental
health or substance use disorder benefits.
Moreover, the process for certifying a par-
ticular drug as ‘‘generic’”’, ‘“‘preferred brand
name’’, ‘‘non-preferred brand name’, or
‘‘specialty’ complies with the rules of para-
graph (c)(4)(i) of this section (relating to re-
quirements for nonquantitative treatment
limitations).

Tier 1 Tier 2 Tier 3 Tier 4
Non-preferred
brand name

Preferred h :
) - . drugs (which Specialty
Tier description Generic drugs brag(riungme may have Tier drugs
9 1 or Tier 2

alternatives)

Percent paid by plan ...... 90% 80% 60% 50%

(ii) Conclusion. In this Example 4, the finan-
cial requirements that apply to prescription
drug benefits are applied without regard to

whether a drug is generally prescribed with
respect to medical/surgical benefits or with
respect to mental health or substance use
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disorder benefits; the process for certifying
drugs in different tiers complies with para-
graph (c)(4) of this section; and the bases for
establishing different levels or types of fi-
nancial requirements are reasonable. The fi-
nancial requirements applied to prescription
drug benefits do not violate the parity re-
quirements of this paragraph (c)(3).

Example 5. (i) Facts. A plan has two-tiers of
network of providers: A preferred provider
tier and a participating provider tier. Pro-
viders are placed in either the preferred tier
or participating tier based on reasonable fac-
tors determined in accordance with the rules
in paragraph (c¢)(4)(i) of this section, such as
accreditation, quality and performance
measures (including customer feedback), and
relative reimbursement rates. Furthermore,
provider tier placement is determined with-
out regard to whether a provider specializes
in the treatment of mental health conditions
or substance use disorders, or medical/sur-
gical conditions. The plan divides the in-net-
work classifications into two sub-classifica-
tions (in-network/preferred and in-network/
participating). The plan does not impose any
financial requirement or treatment limita-
tion on mental health or substance use dis-
order benefits in either of these sub-classi-
fications that is more restrictive than the
predominant financial requirement or treat-
ment limitation that applies to substantially
all medical/surgical benefits in each sub-
classification.

(ii) Conclusion. In this Example 5, the divi-
sion of in-network benefits into sub-classi-
fications that reflect the preferred and par-
ticipating provider tiers does not violate the
parity requirements of this paragraph (c)(3).

Example 6. (i) Facts. With respect to out-
patient, in-network benefits, a plan imposes
a $25 copayment for office visits and a 20 per-
cent coinsurance requirement for outpatient
surgery. The plan divides the outpatient, in-
network classification into two sub-classi-
fications (in-network office visits and all
other outpatient, in-network items and serv-
ices). The plan or issuer does not impose any
financial requirement or quantitative treat-
ment limitation on mental health or sub-
stance use disorder benefits in either of these
sub-classifications that is more restrictive
than the predominant financial requirement
or quantitative treatment limitation that
applies to substantially all medical/surgical
benefits in each sub-classification.

(ii) Conclusion. In this Example 6, the divi-
sion of outpatient, in-network benefits into
sub-classifications for office visits and all
other outpatient, in-network items and serv-
ices does not violate the parity requirements
of this paragraph (c)(3).

Example 7. (i) Facts. Same facts as Example
6, but for purposes of determining parity, the
plan divides the outpatient, in-network clas-
sification into outpatient, in-network gener-
alists and outpatient, in-network specialists.
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(ii) Conclusion. In this Example 7, the divi-
sion of outpatient, in-network benefits into
any sub-classifications other than office vis-
its and all other outpatient items and serv-
ices violates the requirements of paragraph
(¢)(3)(ii1)(C) of this section.

(v) No separate cumulative financial re-
quirements or cumulative quantitative
treatment limitations—(A) A  group
health plan (or health insurance cov-
erage offered in connection with a
group health plan) may not apply any
cumulative financial requirement or
cumulative quantitative treatment
limitation for mental health or sub-
stance use disorder benefits in a classi-
fication that accumulates separately
from any established for medical/sur-
gical benefits in the same classifica-
tion.

(B) The rules of this paragraph
(¢)(3)(v) are illustrated by the following
examples:

Example 1. (i) Facts. A group health plan
imposes a combined annual $500 deductible
on all medical/surgical, mental health, and
substance use disorder benefits.

(ii) Conclusion. In this Example 1, the com-
bined annual deductible complies with the
requirements of this paragraph (c)(3)(v).

Example 2. (i) Facts. A plan imposes an an-
nual $250 deductible on all medical/surgical
benefits and a separate annual $250 deduct-
ible on all mental health and substance use
disorder benefits.

(ii) Conclusion. In this Example 2, the sepa-
rate annual deductible on mental health and
substance use disorder benefits violates the
requirements of this paragraph (c)(3)(v).

Example 3. (i) Facts. A plan imposes an an-
nual $300 deductible on all medical/surgical
benefits and a separate annual $100 deduct-
ible on all mental health or substance use
disorder benefits.

(ii) Conclusion. In this Example 3, the sepa-
rate annual deductible on mental health and
substance use disorder benefits violates the
requirements of this paragraph (c¢)(3)(v).

Example 4. (i) Facts. A plan generally im-
poses a combined annual $500 deductible on
all benefits (both medical/surgical benefits
and mental health and substance use dis-
order benefits) except prescription drugs.
Certain benefits, such as preventive care, are
provided without regard to the deductible.
The imposition of other types of financial re-
quirements or treatment limitations varies
with each classification. Using reasonable
methods, the plan projects its payments for
medical/surgical benefits in each classifica-
tion for the upcoming year as follows:
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Benefits Percent
Classification subject to Total benefits subject to
deductible deductible
Inpatient, in-network $1,800x $2,000x 90
Inpatient, out-of-network .... 1,000x 1,000x 100
Outpatient, in-network ... 1,400x 2,000x 70
Outpatient, out-of-network . 1,880x 2,000x 94
Emergency care .. 300x 500x 60

(ii) Conclusion. In this Example 4, the two-
thirds threshold of the substantially all
standard is met with respect to each classi-
fication except emergency care because in
each of those other classifications at least
two-thirds of medical/surgical benefits are
subject to the $500 deductible. Moreover, the
$600 deductible is the predominant level in
each of those other classifications because it
is the only level. However, emergency care
mental health and substance use disorder
benefits cannot be subject to the $500 deduct-
ible because it does not apply to substan-
tially all emergency care medical/surgical
benefits.

(4) Nonquantitative treatment limita-
tions—(i) General rule. A group health
plan (or health insurance coverage)
may not impose a nonquantitative
treatment limitation with respect to
mental health or substance use dis-
order benefits in any classification un-
less, under the terms of the plan (or
health insurance coverage) as written
and in operation, any processes, strate-
gies, evidentiary standards, or other
factors used in applying the non-
quantitative treatment limitation to
mental health or substance use dis-
order benefits in the classification are
comparable to, and are applied no more
stringently than, the processes, strate-
gies, evidentiary standards, or other
factors used in applying the limitation
with respect to medical/surgical bene-
fits in the classification.

(i1) Illustrative list of monquantitative
treatment limitations. Nonquantitative
treatment limitations include—

(A) Medical management standards
limiting or excluding benefits based on
medical necessity or medical appro-
priateness, or based on whether the
treatment is experimental or inves-
tigative;

(B) Formulary design for prescription
drugs;

(C) For plans with multiple network
tiers (such as preferred providers and
participating providers), network tier
design;

(D) Standards for provider admission
to participate in a network, including
reimbursement rates;

(E) Plan methods for determining
usual, customary, and reasonable
charges;

(F) Refusal to pay for higher-cost
therapies until it can be shown that a
lower-cost therapy is not effective
(also known as fail-first policies or step
therapy protocols);

(G) Exclusions based on failure to
complete a course of treatment; and

(H) Restrictions based on geographic
location, facility type, provider spe-
cialty, and other criteria that limit the
scope or duration of benefits for serv-
ices provided under the plan or cov-
erage.

(iii) Examples. The rules of this para-
graph (c)(4) are illustrated by the fol-
lowing examples. In each example, the
group health plan is subject to the re-
quirements of this section and provides
both medical/surgical benefits and
mental health and substance use dis-
order benefits.

Example 1. (i) Facts. A plan requires prior
authorization from the plan’s utilization re-
viewer that a treatment is medically nec-
essary for all inpatient medical/surgical ben-
efits and for all inpatient mental health and
substance use disorder benefits. In practice,
inpatient benefits for medical/surgical condi-
tions are routinely approved for seven days,
after which a treatment plan must be sub-
mitted by the patient’s attending provider
and approved by the plan. On the other hand,
for inpatient mental health and substance
use disorder benefits, routine approval is
given only for one day, after which a treat-
ment plan must be submitted by the pa-
tient’s attending provider and approved by
the plan.

(ii) Conclusion. In this Example 1, the plan
violates the rules of this paragraph (c)(4) be-
cause it is applying a stricter nonquantita-
tive treatment limitation in practice to
mental health and substance use disorder
benefits than is applied to medical/surgical
benefits.
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Example 2. (i) Facts. A plan applies concur-
rent review to inpatient care where there are
high levels of variation in length of stay (as
measured by a coefficient of variation ex-
ceeding 0.8). In practice, the application of
this standard affects 60 percent of mental
health conditions and substance use dis-
orders, but only 30 percent of medical/sur-
gical conditions.

(ii) Conclusion. In this Erample 2, the plan
complies with the rules of this paragraph
(c)(4) because the evidentiary standard used
by the plan is applied no more stringently
for mental health and substance use disorder
benefits than for medical/surgical benefits,
even though it results in an overall dif-
ference in the application of concurrent re-
view for mental health conditions or sub-
stance use disorders than for medical/sur-
gical conditions.

Example 3. (i) Facts. A plan requires prior
approval that a course of treatment is medi-
cally necessary for outpatient, in-network
medical/surgical, mental health, and sub-
stance use disorder benefits and uses com-
parable criteria in determining whether a
course of treatment is medically necessary.
For mental health and substance use dis-
order treatments that do not have prior ap-
proval, no benefits will be paid; for medical/
surgical treatments that do not have prior
approval, there will only be a 25 percent re-
duction in the benefits the plan would other-
wise pay.

(ii) Conclusion. In this Example 3, the plan
violates the rules of this paragraph (c)(4). Al-
though the same nonquantitative treatment
limitation—medical necessity—is applied
both to mental health and substance use dis-
order benefits and to medical/surgical bene-
fits for outpatient, in-network services, it is
not applied in a comparable way. The pen-
alty for failure to obtain prior approval for
mental health and substance use disorder
benefits is not comparable to the penalty for
failure to obtain prior approval for medical/
surgical benefits.

Example 4. (i) Facts. A plan generally covers
medically appropriate treatments. For both
medical/surgical benefits and mental health
and substance use disorder benefits, evi-
dentiary standards used in determining
whether a treatment is medically appro-
priate (such as the number of visits or days
of coverage) are based on recommendations
made by panels of experts with appropriate
training and experience in the fields of medi-
cine involved. The evidentiary standards are
applied in a manner that is based on clini-
cally appropriate standards of care for a con-
dition.

(ii) Conclusion. In this Erample 4, the plan
complies with the rules of this paragraph
(c)(4) because the processes for developing
the evidentiary standards used to determine
medical appropriateness and the application
of these standards to mental health and sub-
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stance use disorder benefits are comparable
to and are applied no more stringently than
for medical/surgical benefits. This is the re-
sult even if the application of the evi-
dentiary standards does not result in similar
numbers of visits, days of coverage, or other
benefits utilized for mental health condi-
tions or substance use disorders as it does for
any particular medical/surgical condition.

Example 5. (i) Facts. A plan generally covers
medically appropriate treatments. In deter-
mining whether prescription drugs are medi-
cally appropriate, the plan automatically ex-
cludes coverage for antidepressant drugs
that are given a black box warning label by
the Food and Drug Administration (indi-
cating the drug carries a significant risk of
serious adverse effects). For other drugs with
a black box warning (including those pre-
scribed for other mental health conditions
and substance use disorders, as well as for
medical/surgical conditions), the plan will
provide coverage if the prescribing physician
obtains authorization from the plan that the
drug is medically appropriate for the indi-
vidual, based on clinically appropriate stand-
ards of care.

(ii) Conclusion. In this Example 5, the plan
violates the rules of this paragraph (c)(4). Al-
though the standard for applying a non-
quantitative treatment limitation is the
same for both mental health and substance
use disorder benefits and medical/surgical
benefits—whether a drug has a black box
warning—it is not applied in a comparable
manner. The plan’s unconditional exclusion
of antidepressant drugs given a black box
warning is not comparable to the conditional
exclusion for other drugs with a black box
warning.

Example 6. (i) Facts. An employer maintains
both a major medical plan and an employee
assistance program (EAP). The EAP pro-
vides, among other benefits, a limited num-
ber of mental health or substance use dis-
order counseling sessions. Participants are
eligible for mental health or substance use
disorder benefits under the major medical
plan only after exhausting the counseling
sessions provided by the EAP. No similar ex-
haustion requirement applies with respect to
medical/surgical benefits provided under the
major medical plan.

(ii) Conclusion. In this Example 6, limiting
eligibility for mental health and substance
use disorder benefits only after EAP benefits
are exhausted is a nonquantitative treat-
ment limitation subject to the parity re-
quirements of this paragraph (c). Because no
comparable requirement applies to medical/
surgical benefits, the requirement may not
be applied to mental health or substance use
disorder benefits.

Example 7. (i) Facts. Training and State li-
censing requirements often vary among
types of providers. A plan applies a general
standard that any provider must meet the
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highest licensing requirement related to su-
pervised clinical experience under applicable
State law in order to participate in the
plan’s provider network. Therefore, the plan
requires master’s-level mental health thera-
pists to have post-degree, supervised clinical
experience but does not impose this require-
ment on master’s-level general medical pro-
viders because the scope of their licensure
under applicable State law does require clin-
ical experience. In addition, the plan does
not require post-degree, supervised clinical
experience for psychiatrists or Ph.D. level
psychologists since their licensing already
requires supervised training.

(ii) Conclusion. In this Example 7, the plan
complies with the rules of this paragraph
(c)(4). The requirement that master’s-level
mental health therapists must have super-
vised clinical experience to join the network
is permissible, as long as the plan consist-
ently applies the same standard to all pro-
viders even though it may have a disparate
impact on certain mental health providers.

Example 8. (i) Facts. A plan considers a wide
array of factors in designing medical man-
agement techniques for both mental health
and substance use disorder benefits and med-
ical/surgical benefits, such as cost of treat-
ment; high cost growth; variability in cost
and quality; elasticity of demand; provider
discretion in determining diagnosis, or type
or length of treatment; clinical efficacy of
any proposed treatment or service; licensing
and accreditation of providers; and claim
types with a high percentage of fraud. Based
on application of these factors in a com-
parable fashion, prior authorization is re-
quired for some (but not all) mental health
and substance use disorder benefits, as well
as for some medical/surgical benefits, but
not for others. For example, the plan re-
quires prior authorization for: Outpatient
surgery; speech, occupational, physical, cog-
nitive and behavioral therapy extending for
more than six months; durable medical
equipment; diagnostic imaging; skilled nurs-
ing visits; home infusion therapy; coordi-
nated home care; pain management; high-
risk prenatal care; delivery by cesarean sec-
tion; mastectomy; prostate cancer treat-
ment; narcotics prescribed for more than
seven days; and all inpatient services beyond
30 days. The evidence considered in devel-
oping its medical management techniques
includes consideration of a wide array of rec-
ognized medical literature and professional
standards and protocols (including compara-
tive effectiveness studies and clinical trials).
This evidence and how it was used to develop
these medical management techniques is
also well documented by the plan.

(ii) Conclusion. In this Erample 8, the plan
complies with the rules of this paragraph
(c)(4). Under the terms of the plan as written
and in operation, the processes, strategies,
evidentiary standards, and other factors con-
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sidered by the plan in implementing its prior
authorization requirement with respect to
mental health and substance use disorder
benefits are comparable to, and applied no
more stringently than, those applied with re-
spect to medical/surgical benefits.

Example 9. (i) Facts. A plan generally covers
medically appropriate treatments. The plan
automatically excludes coverage for inpa-
tient substance use disorder treatment in
any setting outside of a hospital (such as a
freestanding or residential treatment cen-
ter). For inpatient treatment outside of a
hospital for other conditions (including free-
standing or residential treatment centers
prescribed for mental health conditions, as
well as for medical/surgical conditions), the
plan will provide coverage if the prescribing
physician obtains authorization from the
plan that the inpatient treatment is medi-
cally appropriate for the individual, based on
clinically appropriate standards of care.

(ii) Conclusion. In this Example 9, the plan
violates the rules of this paragraph (c)(4). Al-
though the same nonquantitative treatment
limitation—medical appropriateness—is ap-
plied to both mental health and substance
use disorder benefits and medical/surgical
benefits, the plan’s unconditional exclusion
of substance use disorder treatment in any
setting outside of a hospital is not com-
parable to the conditional exclusion of inpa-
tient treatment outside of a hospital for
other conditions.

Example 10. (i) Facts. A plan generally pro-
vides coverage for medically appropriate
medical/surgical benefits as well as mental
health and substance use disorder benefits.
The plan excludes coverage for inpatient,
out-of-network treatment of chemical de-
pendency when obtained outside of the State
where the policy is written. There is no simi-
lar exclusion for medical/surgical benefits
within the same classification.

(ii) Conclusion. In this Example 10, the plan
violates the rules of this paragraph (c)(4).
The plan is imposing a nonquantitative
treatment limitation that restricts benefits
based on geographic location. Because there
is no comparable exclusion that applies to
medical/surgical benefits, this exclusion may
not be applied to mental health or substance
use disorder benefits.

Example 11. (i) Facts. A plan requires prior
authorization for all outpatient mental
health and substance use disorder services
after the ninth visit and will only approve up
to five additional visits per authorization.
With respect to outpatient medical/surgical
benefits, the plan allows an initial visit
without prior authorization. After the initial
visit, the plan pre-approves benefits based on
the individual treatment plan recommended
by the attending provider based on that indi-
vidual’s specific medical condition. There is
no explicit, predetermined cap on the
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amount of additional visits approved per au-
thorization.

(ii) Conclusion. In this Example 11, the plan
violates the rules of this paragraph (c)(4). Al-
though the same nonquantitative treatment
limitation—prior authorization to determine
medical appropriateness—is applied to both
mental health and substance use disorder
benefits and medical/surgical benefits for
outpatient services, it is not applied in a
comparable way. While the plan is more gen-
erous with respect to the number of visits
initially provided without pre-authorization
for mental health benefits, treating all men-
tal health conditions and substance use dis-
orders in the same manner, while providing
for individualized treatment of medical con-
ditions, is not a comparable application of
this nonquantitative treatment limitation.

(5) Exemptions. The rules of this para-
graph (c) do not apply if a group health
plan (or health insurance coverage)
satisfies the requirements of paragraph
(f) or (g) of this section (relating to ex-
emptions for small employers and for
increased cost).

(d) Availability of plan information—(1)
Criteria for medical necessity determina-
tions. The criteria for medical neces-
sity determinations made under a
group health plan with respect to men-
tal health or substance use disorder
benefits (or health insurance coverage
offered in connection with the plan
with respect to such benefits) must be
made available by the plan adminis-
trator (or the health insurance issuer
offering such coverage) to any current
or potential participant, beneficiary,
or contracting provider upon request.

(2) Reason for any denial. The reason
for any denial under a group health
plan (or health insurance coverage of-
fered in connection with such plan) of
reimbursement or payment for services
with respect to mental health or sub-
stance use disorder benefits in the case
of any participant or beneficiary must
be made available by the plan adminis-
trator (or the health insurance issuer
offering such coverage) to the partici-
pant or beneficiary. For this purpose, a
non-Federal governmental plan (or
health insurance coverage offered in
connection with such plan) that pro-
vides the reason for the claim denial in
a form and manner consistent with the
requirements of 29 CFR 2560.503-1 for
group health plans complies with the
requirements of this paragraph (d)(2).
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(3) Provisions of other law. Compliance
with the disclosure requirements in
paragraphs (d)(1) and (d)(2) of this sec-
tion is not determinative of compli-
ance with any other provision of appli-
cable Federal or State law. In par-
ticular, in addition to those disclosure
requirements, provisions of other appli-
cable law require disclosure of informa-
tion relevant to medical/surgical, men-
tal health, and substance use disorder
benefits. For example, §147.136 of this
subchapter sets forth rules regarding
claims and appeals, including the right
of claimants (or their authorized rep-
resentative) upon appeal of an adverse
benefit determination (or a final inter-
nal adverse benefit determination) to
be provided upon request and free of
charge, reasonable access to and copies
of all documents, records, and other in-
formation relevant to the claimant’s
claim for benefits. This includes docu-
ments with information on medical ne-
cessity criteria for both medical/sur-
gical benefits and mental health and
substance use disorder benefits, as well
as the processes, strategies, evi-
dentiary standards, and other factors
used to apply a nonquantitative treat-
ment limitation with respect to med-
ical/surgical benefits and mental
health or substance use disorder bene-
fits under the plan.

(e) Applicability—(1) Group health
plans. The requirements of this section
apply to a group health plan offering
medical/surgical benefits and mental
health or substance use disorder bene-
fits. If, under an arrangement or ar-
rangements to provide medical care
benefits by an employer or employee
organization (including for this pur-
pose a joint board of trustees of a mul-
tiemployer trust affiliated with one or
more multiemployer plans), any partic-
ipant (or beneficiary) can simulta-
neously receive coverage for medical/
surgical benefits and coverage for men-
tal health or substance use disorder
benefits, then the requirements of this
section (including the exemption provi-
sions in paragraph (g) of this section)
apply separately with respect to each
combination of medical/surgical bene-
fits and of mental health or substance
use disorder benefits that any partici-
pant (or beneficiary) can simulta-
neously receive from that employer’s
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or employee organization’s arrange-
ment or arrangements to provide med-
ical care benefits, and all such com-
binations are considered for purposes of
this section to be a single group health
plan.

(2) Health insurance issuers. The re-
quirements of this section apply to a
health insurance issuer offering health
insurance coverage for mental health
or substance use disorder benefits in
connection with a group health plan
subject to paragraph (e)(1) of this sec-
tion.

(3) Scope. This section does not—

(i) Require a group health plan (or
health insurance issuer offering cov-
erage in connection with a group
health plan) to provide any mental
health benefits or substance use dis-
order benefits, and the provision of
benefits by a plan (or health insurance
coverage) for one or more mental
health conditions or substance use dis-
orders does not require the plan or
health insurance coverage under this
section to provide benefits for any
other mental health condition or sub-
stance use disorder;

(ii) Require a group health plan (or
health insurance issuer offering cov-
erage in connection with a group
health plan) that provides coverage for
mental health or substance use dis-
order benefits only to the extent re-
quired under PHS Act section 2713 to
provide additional mental health or
substance use disorder benefits in any
classification in accordance with this
section; or

(iii) Affect the terms and conditions
relating to the amount, duration, or
scope of mental health or substance
use disorder benefits under the plan (or
health insurance coverage) except as
specifically provided in paragraphs (b)
and (c) of this section.

(4) Coordination with EHB require-
ments. Nothing in paragraph (f) or (g) of
this section changes the requirements
of §§147.150 and 156.115 of this sub-
chapter, providing that a health insur-
ance issuer offering non-grandfathered
health insurance coverage in the indi-
vidual or small group market providing
mental health and substance use dis-
order services, including behavioral
health treatment services, as part of
essential health Dbenefits required
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under §§156.110(a)(5) and 156.115(a) of
this subchapter, must comply with the
provisions of this section to satisfy the
requirement to provide essential
health benefits.

(f) Small employer exemption—(1) In
general. The requirements of this sec-
tion do not apply to a group health
plan (or health insurance issuer offer-
ing coverage in connection with a
group health plan) for a plan year of a
small employer (as defined in section
2791 of the PHS Act).

(2) Rules in determining employer sice.
For purposes of paragraph (f)(1) of this
section—

(i) All persons treated as a single em-
ployer under subsections (b), (¢), (m),
and (o) of section 414 of the Internal
Revenue Code are treated as one em-
ployer;

(ii) If an employer was not in exist-
ence throughout the preceding cal-
endar year, whether it is a small em-
ployer is determined based on the aver-
age number of employees the employer
reasonably expects to employ on busi-
ness days during the current calendar
year; and

(iii) Any reference to an employer for
purposes of the small employer exemp-
tion includes a reference to a prede-
cessor of the employer.

(g) Increased cost exemption—(1) In
general. If the application of this sec-
tion to a group health plan (or health
insurance coverage offered in connec-
tion with such plans) results in an in-
crease for the plan year involved of the
actual total cost of coverage with re-
spect to medical/surgical benefits and
mental health and substance use dis-
order benefits as determined and cer-
tified under paragraph (g)(3) of this sec-
tion by an amount that exceeds the ap-
plicable percentage described in para-
graph (g)(2) of this section of the actual
total plan costs, the provisions of this
section shall not apply to such plan (or
coverage) during the following plan
year, and such exemption shall apply
to the plan (or coverage) for one plan
year. An employer or issuer may elect
to continue to provide mental health
and substance use disorder benefits in
compliance with this section with re-
spect to the plan or coverage involved
regardless of any increase in total
costs.
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(2) Applicable percentage. With respect
to a plan or coverage, the applicable
percentage described in this paragraph
(g) is—

(i) 2 percent in the case of the first
plan year in which this section is ap-
plied to the plan or coverage; and

(ii) 1 percent in the case of each sub-
sequent plan year.

(3) Determinations by actuaries—(i) De-
terminations as to increases in actual
costs under a plan or coverage that are
attributable to implementation of the
requirements of this section shall be
made and certified by a qualified and
licensed actuary who is a member in
good standing of the American Acad-
emy of Actuaries. All such determina-
tions must be based on the formula
specified in paragraph (g)(4) of this sec-
tion and shall be in a written report
prepared by the actuary.

(ii) The written report described in
paragraph (g)(3)(i) of this section shall
be maintained by the group health plan
or health insurance issuer, along with
all supporting documentation relied
upon by the actuary, for a period of six
years following the notification made
under paragraph (g)(6) of this section.

(4) Formula. The formula to be used
to make the determination under para-
graph (g)(3)(i) of this section is ex-
pressed mathematically as follows:
[(E1—Eo)/To] —D >k

(1) E; is the actual total cost of cov-
erage with respect to mental health
and substance use disorder benefits for
the base period, including claims paid
by the plan or issuer with respect to
mental health and substance use dis-
order benefits and administrative costs
(amortized over time) attributable to
providing these benefits consistent
with the requirements of this section.

(i1) Ey is the actual total cost of cov-
erage with respect to mental health
and substance use disorder benefits for
the length of time immediately before
the base period (and that is equal in
length to the base period), including
claims paid by the plan or issuer with
respect to mental health and substance
use disorder benefits and administra-
tive costs (amortized over time) attrib-
utable to providing these benefits.

(iii) Ty is the actual total cost of cov-
erage with respect to all benefits dur-
ing the base period.
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(iv) k is the applicable percentage of
increased cost specified in paragraph
(2)(2) of this section that will be ex-
pressed as a fraction for purposes of
this formula.

(v) D is the average change in spend-
ing that is calculated by applying the
formula (E;—Ey)/To to mental health
and substance use disorder spending in
each of the five prior years and then
calculating the average change in
spending.

(5) Six month determination. If a group
health plan or health insurance issuer
seeks an exemption under this para-
graph (g), determinations under para-
graph (g)(3) of this section shall be
made after such plan or coverage has
complied with this section for at least
the first 6 months of the plan year in-
volved.

(6) Notification. A group health plan
or health insurance issuer that, based
on the certification described under
paragraph (g)(3) of this section, quali-
fies for an exemption under this para-
graph (g), and elects to implement the
exemption, must notify participants
and beneficiaries covered under the
plan, the Secretary, and the appro-
priate State agencies of such election.

(1) Participants and beneficiaries—(A)
Content of notice. The notice to partici-
pants and beneficiaries must include
the following information:

(I) A statement that the plan or
issuer is exempt from the requirements
of this section and a description of the
basis for the exemption.

(2) The name and telephone number
of the individual to contact for further
information.

(3) The plan or issuer name and plan
number (PN).

(4) The plan administrator’s name,
address, and telephone number.

(5) For single-employer plans, the
plan sponsor’s name, address, and tele-
phone number (if different from para-
graph (g)(6)(1)(A)(3) of this section) and
the plan sponsor’s employer identifica-
tion number (EIN).

(6) The effective date of such exemp-
tion.

(7) A statement regarding the ability
of participants and beneficiaries to
contact the plan administrator or
health insurance issuer to see how ben-
efits may be affected as a result of the
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plan’s or issuer’s election of the exemp-
tion.

(8) A statement regarding the avail-
ability, upon request and free of
charge, of a summary of the informa-
tion on which the exemption is based
(as required under paragraph
(2)(6)(A)(D) of this section).

(B) Use of summary of material reduc-
tions in covered services or benefits. A
plan or issuer may satisfy the require-
ments of paragraph (g)(6)(i)(A) of this
section by providing participants and
beneficiaries (in accordance with para-
graph (g)(6)(1)(C) of this section) with a
summary of material reductions in
covered services or benefits consistent
with 29 CFR 2520.104b-3(d) that also in-
cludes the information specified in
paragraph (g)(6)(i)(A) of this section.
However, in all cases, the exemption is
not effective until 30 days after notice
has been sent.

(C) Delivery. The notice described in
this paragraph (g)(6)(i) is required to be
provided to all participants and bene-
ficiaries. The notice may be furnished
by any method of delivery that satis-
fies the requirements of section
104(b)(1) of ERISA (29 U.S.C. 1024(b)(1))
and its implementing regulations (for
example, first-class mail). If the notice
is provided to the participant and any
beneficiaries at the participant’s last
known address, then the requirements
of this paragraph (g)(6)(i) are satisfied
with respect to the participant and all
beneficiaries residing at that address.
If a beneficiary’s last known address is
different from the participant’s last
known address, a separate notice is re-
quired to be provided to the beneficiary
at the beneficiary’s last known ad-
dress.

(D) Availability of documentation. The
plan or issuer must make available to
participants and beneficiaries (or their
representatives), on request and at no
charge, a summary of the information
on which the exemption was based.
(For purposes of this paragraph (g), an
individual who is not a participant or
beneficiary and who presents a notice
described in paragraph (g)(6)(i) of this
section is considered to be a represent-
ative. A representative may request
the summary of information by pro-
viding the plan a copy of the notice
provided to the participant under para-
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graph (g)(6)(1) of this section with any
personally identifiable information re-
dacted.) The summary of information
must include the incurred expendi-
tures, the base period, the dollar
amount of claims incurred during the
base period that would have been de-
nied under the terms of the plan or
coverage absent amendments required
to comply with paragraphs (b) and (c)
of this section, the administrative
costs related to those claims, and other
administrative costs attributable to
complying with the requirements of
this section. In no event should the
summary of information include any
personally identifiable information.

(i1) Federal agencies—(A) Content of
notice. The notice to the Secretary
must include the following informa-
tion:

(I) A description of the number of
covered lives under the plan (or cov-
erage) involved at the time of the noti-
fication, and as applicable, at the time
of any prior election of the cost exemp-
tion under this paragraph (g) by such
plan (or coverage);

(2) For both the plan year upon which
a cost exemption is sought and the
year prior, a description of the actual
total costs of coverage with respect to
medical/surgical benefits and mental
health and substance use disorder bene-
fits; and

(3) For both the plan year upon which
a cost exemption is sought and the
year prior, the actual total costs of
coverage with respect to mental health
and substance use disorder benefits
under the plan.

(B) Reporting by health insurance cov-
erage offered in connection with a church
plan. See 26 CFR 54.9812(g)(6)(ii)(B) for
delivery with respect to church plans.

(C) Reporting by health insurance cov-
erage offered in connection with a group
health plans subject to Part 7 of Subtitle
B of Title I of ERISA. See 29 CFR
2590.712(g)(6)(ii) for delivery with re-
spect to group health plans subject to
ERISA.

(D) Reporting with respect to non-Fed-
eral governmental plans and health insur-
ance issuers in the individual market. A
group health plan that is a non-Federal
governmental plan, or a health insur-
ance issuer offering health insurance
coverage in the individual market,
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claiming the exemption of this para-
graph (g) for any benefit package must
provide notice to the Department of
Health and Human Services. This re-
quirement is satisfied if the plan or
issuer sends a copy, to the address des-
ignated by the Secretary in generally
applicable guidance, of the notice de-
scribed in paragraph (g)(6)(ii)(A) of this
section identifying the benefit package
to which the exemption applies.

(iii) Confidentiality. A notification to
the Secretary under this paragraph
(2)(6) shall be confidential. The Sec-
retary shall make available, upon re-
quest and not more than on an annual
basis, an anonymous itemization of
each notification that includes—

(A) A breakdown of States by the size
and type of employers submitting such
notification; and

(B) A summary of the data received
under paragraph (g)(6)(ii) of this sec-
tion.

(iv) Audits. The Secretary may audit
the books and records of a group health
plan or a health insurance issuer relat-
ing to an exemption, including any ac-
tuarial reports, during the 6 year pe-
riod following notification of such ex-
emption under paragraph (g)(6) of this
section. A State agency receiving a no-
tification under paragraph (g)(6) of this
section may also conduct such an audit
with respect to an exemption covered
by such notification.

(h) Sale of nonparity health insurance
coverage. A health insurance issuer
may not sell a policy, certificate, or
contract of insurance that fails to com-
ply with paragraph (b) or (c) of this
section, except to a plan for a year for
which the plan is exempt from the re-
quirements of this section because the
plan meets the requirements of para-
graph (f) or (g) of this section.

(i) Applicability dates—(1) In general.
Except as provided in paragraph (i)(2)
of this section, this section applies to
group health plans and health insur-
ance issuers offering group health in-
surance coverage on the first day of the
first plan year beginning on or after
July 1, 2014. Until the applicability
date, plans and issuers are required to
continue to comply with the cor-
responding sections of §146.136 con-
tained in the 45 CFR, parts 1 to 199, edi-
tion revised as of October 1, 2013.
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(2) Special effective date for certain col-
lectively-bargained plans. For a group
health plan maintained pursuant to
one or more collective bargaining
agreements ratified before October 3,
2008, the requirements of this section
do not apply to the plan (or health in-
surance coverage offered in connection
with the plan) for plan years beginning
before the date on which the last of the
collective bargaining agreements ter-
minates (determined without regard to
any extension agreed to after October
3, 2008).

[78 FR 68286, Nov. 13, 2013]

Subpart D—Preemption and
Special Rules

§146.143 Preemption; State flexibility;
construction.

(a) Continued applicability of State law
with respect to health insurance issuers.
Subject to paragraph (b) of this section
and except as provided in paragraph (c)
of this section, part A of title XXVII of
the PHS Act is not to be construed to
supersede any provision of State law
which establishes, implements, or con-
tinues in effect any standard or re-
quirement solely relating to health in-
surance issuers in connection with
group health insurance coverage except
to the extent that such standard or re-
quirement prevents the application of a
requirement of this part.

(b) Continued preemption with respect
to group health plans. Nothing in part A
of title XXVII of the PHS Act affects
or modifies the provisions of section
514 of ERISA with respect to group
health plans.

(c) Special rules—(1) In general. Sub-
ject to paragraph (c)(2) of this section,
the provisions of part A of title XXVII
of the PHS Act relating to health in-
surance coverage offered by a health
insurance issuer supersede any provi-
sion of State law which establishes, im-
plements, or continues in effect a
standard or requirement applicable to
imposition of a preexisting condition
exclusion specifically governed by sec-
tion 2701 of the PHS Act which differs
from the standards or requirements
specified in section 2701 of the PHS
Act.
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(2) Exceptions. Only in relation to
health insurance coverage offered by a
health insurance issuer, the provisions
of this part do not supersede any provi-
sion of State law to the extent that
such provision requires special enroll-
ment periods in addition to those re-
quired under section 2702 of the Act.

(d) Definitions—(1) State law. For pur-
poses of this section the term State law
includes all laws, decisions, rules, regu-
lations, or other State action having
the effect of law, of any State. A law of
the United States applicable only to
the District of Columbia is treated as a
State law rather than a law of the
United States.

(2) State. For purposes of this section
the term State includes a State (as de-
fined in §144.103), any political subdivi-
sions of a State, or any agency or in-
strumentality of either.

[69 FR 78797, Dec. 30, 2004; 70 FR 21147, Apr.
25, 2005; 79 FR 10315, Feb. 24, 2014]

§146.145 Special rules
group health plans.

(a) Group health plan—(1) Definition.
A group health plan means an em-
ployee welfare benefit plan to the ex-
tent that the plan provides medical
care (including items and services paid
for as medical care) to employees (in-
cluding both current and former em-
ployees) or their dependents (as defined
under the terms of the plan) directly or
through insurance, reimbursement, or
otherwise.

(2) Determination of number of plans.
[Reserved]

(b) Excepted benefits—(1) In general.
The requirements of subparts B and C
of this part do not apply to any group
health plan (or any group health insur-
ance coverage) in relation to its provi-
sion of the benefits described in para-
graph (b) (2), (3), (4), or (5) of this sec-
tion (or any combination of these bene-
fits).

(2) Benefits excepted in all cir-
cumstances. The following benefits are
excepted in all circumstances—

(i) Coverage only for accident (in-
cluding accidental death and dis-
memberment);

(ii) Disability income coverage;

(iii) Liability insurance, including
general liability insurance and auto-
mobile liability insurance;

relating to
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(iv) Coverage issued as a supplement
to liability insurance;

(v) Workers’ compensation or similar
coverage;

(vi) Automobile medical payment in-
surance;

(vii) Credit-only insurance (for exam-
ple, mortgage insurance); and

(viii) Coverage for on-site medical
clinics.

(38) Limited excepted benefits—(i) In
general. Limited-scope dental benefits,
limited-scope vision benefits, or long-
term care benefits are excepted if they
are provided under a separate policy,
certificate, or contract of insurance, or
are otherwise not an integral part of a
group health plan as described in para-
graph (b)(3)(ii) of this section. In addi-
tion, benefits provided under a health
flexible spending arrangement are ex-
cepted benefits if they satisfy the re-
quirements of paragraph (b)(3)(v) of
this section. Furthermore, benefits
provided under an employee assistance
program are excepted benefits if they
satisfy the requirements of paragraph
(b)(3)(vi) of this section.

(ii) Not an integral part of a group
health plan. For purposes of this para-
graph (b)(3), benefits are not an inte-
gral part of a group health plan
(whether the benefits are provided
through the same plan, a separate plan,
or as the only plan offered to partici-
pants) if either paragraph (b)(3)(ii)(A)
or (B) are satisfied.

(A) Participants may decline cov-
erage. For example, a participant may
decline coverage if the participant can
opt out of the coverage upon request,
whether or not there is a participant
contribution required for the coverage.

(B) Claims for the benefits are ad-
ministered under a contract separate
from claims administration for any
other benefits under the plan.

(iii) Limited scope—(A) Dental benefits.
Limited scope dental benefits are bene-
fits substantially all of which are for
treatment of the mouth (including any
organ or structure within the mouth).

(B) Vision benefits. Limited scope vi-
sion benefits are benefits substantially
all of which are for treatment of the
eye.

(iv) Long-term care. Long-term care
benefits are benefits that are either—
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(A) Subject to State long-term care
insurance laws;

(B) For qualified long-term care serv-
ices, as defined in section 7702B(c)(1) of
the Internal Revenue Code, or provided
under a qualified long-term care insur-
ance contract, as defined in section
7702B(b) of the Internal Revenue Code;
or

(C) Based on cognitive impairment or
a loss of functional capacity that is ex-
pected to be chronic.

(v) Health flexible spending arrange-
ments. Benefits provided under a health
flexible spending arrangement (as de-
fined in section 106(c)(2) of the Internal
Revenue Code) are excepted for a class
of participants only if they satisfy the
following two requirements—

(A) Other group health plan coverage,
not limited to excepted benefits, is
made available for the year to the class
of participants by reason of their em-
ployment; and

(B) The arrangement is structured so
that the maximum benefit payable to
any participant in the class for a year
cannot exceed two times the partici-
pant’s salary reduction election under
the arrangement for the year (or, if
greater, cannot exceed $500 plus the
amount of the participant’s salary re-
duction election). For this purpose, any
amount that an employee can elect to
receive as taxable income but elects to
apply to the health flexible spending
arrangement is considered a salary re-
duction election (regardless of whether
the amount is characterized as salary
or as a credit under the arrangement).

(vi) Employee assistance programs.
Benefits provided under employee as-
sistance programs are excepted if they
satisfy all of the requirements of this
paragraph (b)(3)(vi).

(A) The program does not provide sig-
nificant benefits in the nature of med-
ical care. For this purpose, the
amount, scope and duration of covered
services are taken into account.

(B) The benefits under the employee
assistance program are not coordinated
with benefits under another group
health plan, as follows:

(I) Participants in the other group
health plan must not be required to use
and exhaust benefits under the em-
ployee assistance program (making the
employee assistance program a gate-

45 CFR Subtitle A (10-1-15 Edition)

keeper) before an individual is eligible
for benefits under the other group
health plan; and

(2) Participant eligibility for benefits
under the employee assistance program
must not be dependent on participation
in another group health plan.

(C) No employee premiums or con-
tributions are required as a condition
of participation in the employee assist-
ance program.

(D) There is no cost sharing under
the employee assistance program.

(vii) Limited wraparound coverage.
Limited benefits provided through a
group health plan that wrap around eli-
gible individual health insurance (or
Basic Health Plan coverage described
in section 1331 of the Patient Protec-
tion and Affordable Care Act); or that
wrap around coverage under a Multi-
State Plan described in section 1334 of
the Patient Protection and Affordable
Care Act, collectively referred to as
“limited wraparound coverage,’’ are ex-
cepted benefits if all of the following
conditions are satisfied. For this pur-
pose, eligible individual health insur-
ance is individual health insurance
coverage that is not a grandfathered
health plan (as described in section 1251
of the Patient Protection and Afford-
able Care Act and §147.140 of this sub-
chapter), not a transitional individual
health insurance plan (as described in
the March 5, 2014 Insurance Standards
Bulletin Series—Extension of Transi-
tional Policy through October 1, 2016),
and does not consist solely of excepted
benefits (as defined in paragraph (b) of
this section).

(A) Covers additional benefits. The lim-
ited wraparound coverage provides
meaningful benefits beyond coverage of
cost sharing under either the eligible
individual health insurance, Basic
Health Program coverage, or Multi-
State Plan coverage. The limited wrap-
around coverage must not provide ben-
efits only under a coordination-of-ben-
efits provision and must not consist of
an account-based reimbursement ar-
rangement.

(B) Limited in amount. The annual
cost of coverage per employee (and any
covered dependents, as defined in
§144.103 of this subchapter) under the
limited wraparound coverage does not
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exceed the greater of the amount deter-
mined under either paragraph
(M)B)(vid)(B)(I) or (2) of this section.
Making a determination regarding the
annual cost of coverage per employee
must occur on an aggregate basis rely-
ing on sound actuarial principles.

(I) The maximum permitted annual
salary reduction contribution toward
health flexible spending arrangements,
indexed in the manner prescribed under
section 125(i)(2) of the Internal Revenue
Code. For this purpose, the cost of cov-
erage under the limited wraparound in-
cludes both employer and employee
contributions towards coverage and is
determined in the same manner as the
applicable premium is calculated under
a COBRA continuation provision.

(2) Fifteen percent of the cost of cov-
erage under the primary plan. For this
purpose, the cost of coverage under the
primary plan and under the limited
wraparound coverage includes both em-
ployer and employee contributions to-
wards the coverage and each is deter-
mined in the same manner as the appli-
cable premium is calculated under a
COBRA continuation provision.

(C) Nondiscrimination. All of the con-
ditions of this paragraph (b)(3)(vii)(C)
are satisfied.

(I) No preexisting condition exclusion.
The limited wraparound coverage does
not impose any preexisting condition
exclusion, consistent with the require-
ments of section 2704 of the PHS Act
and §147.108 of this subchapter.

(2) No discrimination based on health
status. The limited wraparound cov-
erage does not discriminate against in-
dividuals in eligibility, benefits, or pre-
miums based on any health factor of an
individual (or any dependent of the in-
dividual, as defined in §144.103 of this
subchapter), consistent with the re-
quirements of section 2705 of the PHS
Act.

(3) No discrimination in favor of highly
compensated individuals. Neither the
limited wraparound coverage, nor any
other group health plan coverage of-
fered by the plan sponsor, fails to com-
ply with section 2716 of the PHS Act or
fails to be excludible from income for
any individual due to the application of
section 105(h) of the Internal Revenue
Code (as applicable).
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(D) Plan eligibility requirements. Indi-
viduals eligible for the wraparound
coverage are not enrolled in excepted
benefit coverage under paragraph
(b)(B)(v) of this section (relating to
health FSAs). In addition, the condi-
tions set forth in either paragraph
(b)(3)(vii)(D)(1) or (2) of this section are
met.

(I) Limited wraparound coverage that
wraps around eligible individual insur-
ance for persons who are not full-time em-
ployees. Coverage that wraps around el-
igible individual health insurance (or
that wraps around Basic Health Plan
coverage) must satisfy all of the condi-
tions of this paragraph (b)(3)(vii)(D)(1).

(i) For each year for which limited
wraparound coverage is offered, the
employer that is the sponsor of the
plan offering limited wraparound cov-
erage, or the employer participating in
a plan offering limited wraparound
coverage, offers to its full-time em-
ployees coverage that is substantially
similar to coverage that the employer
would need to offer to its full-time em-
ployees in order not to be subject to a
potential assessable payment under the
employer shared responsibility provi-
sions of section 4980H(a) of the Internal
Revenue Code, if such provisions were
applicable; provides minimum value (as
defined in section 36B(c)(2)(C)(ii) of the
Internal Revenue Code); and is reason-
ably expected to be affordable (apply-
ing the safe harbor rules for deter-
mining affordability set forth in 26
CFR 54.4980H-5(e)(2)). If a plan or issuer
providing limited wraparound coverage
takes reasonable steps to ensure that
employers disclose to the plan or issuer
necessary information regarding their
coverage offered and affordability in-
formation, the plan or issuer is per-
mitted to rely on reasonable represen-
tations by employers regarding this in-
formation, unless the plan or issuer has
specific knowledge to the contrary. In
the event that the employer that is the
sponsor of the plan offering wrap-
around coverage, or the employer par-
ticipating in a plan offering wrap-
around coverage, has no full-time em-
ployees for any plan year limited wrap-
around coverage is offered, the require-

ment of this paragraph
(b)(B)(vii)(D)(1)(i) is considered satis-
fied.
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(i1) Eligibility for the limited wrap-
around coverage is limited to employ-
ees who are reasonably determined at
the time of enrollment to not be full-
time employees (and their dependents,
as defined in §144.103 of this sub-
chapter), or who are retirees (and their
dependents, as defined in §144.103 of
this subchapter). For this purpose, full-
time employees are employees who are
reasonably expected to work at least
an average of 30 hours per week.

(7ii) Other group health plan cov-
erage, not limited to excepted benefits,
is offered to the individuals eligible for
the limited wraparound coverage. Only
individuals eligible for the other group
health plan coverage are eligible for
the limited wraparound coverage.

(2) Limited coverage that wraps around
Multi-State Plan coverage. Coverage that
wraps around Multi-State Plan cov-
erage must satisfy all of the conditions
of this paragraph (b)(3)(vii)(D)(2). For
this purpose, the term ‘‘full-time em-
ployee” means a ‘‘full-time employee”’
as defined in 26 CFR 54.4980H-1(a)(21)
who is not in a limited non-assessment
period for certain employees (as de-
fined in 26 CFR 54.4980H-1(a)(26)). More-
over, if a plan or issuer providing lim-
ited wraparound coverage takes rea-
sonable steps to ensure that employers
disclose to the plan or issuer necessary
information regarding their coverage
offered and contribution levels for 2013
or 2014 (as applicable), and for any year
in which limited wraparound coverage
is offered, the plan or issuer is per-
mitted to rely on reasonable represen-
tations by employers regarding this in-
formation, unless the plan or issuer has
specific knowledge to the contrary.
Consistent with the reporting and eval-
uation criteria of paragraph
(b)(3)(vii)(E) of this section, the Office
of Personnel Management may verify
that plans and issuers have reasonable
mechanisms in place to ensure that
contributing employers meet these
standards.

(i) The limited wraparound coverage
is reviewed and approved by the Office
of Personnel Management, consistent
with the reporting and evaluation cri-
teria of paragraph (b)(3)(vii)(E) of this
section, to provide benefits in conjunc-
tion with coverage under a Multi-State
Plan authorized under section 1334 of
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the Patient Protection and Affordable
Care Act. The Office of Personnel Man-
agement may revoke approval if it de-
termines that continued approval is in-
consistent with the reporting and eval-
uation criteria of paragraph
(b)(3)(vii)(E) of this section.

(ii) The employer offered coverage in
the plan year that began in either 2013
or 2014 that is substantially similar to
coverage that the employer would need
to have offered to its full-time employ-
ees in order to not be subject to an as-
sessable payment under the employer
shared responsibility provisions of sec-
tion 4980H(a) of the Internal Revenue
Code, if such provisions had been appli-
cable. In the event that a plan that of-
fered coverage in 2013 or 2014 has no
full-time employees for any plan year
limited wraparound coverage is offered,
the requirement of this paragraph
(b)B)(vii)(D)(2)(ii) is considered satis-
fied.

(7i7) In the plan year that began in ei-
ther 2013 or 2014, the employer offered
coverage to a substantial portion of
full-time employees that provided min-
imum value (as defined in section
36B(c)(2)(C)(ii) of the Internal Revenue
Code) and was affordable (applying the
safe harbor rules for determining af-
fordability set forth in 26 CFR 54.4980H-
5(e)(2)). In the event that the plan that
offered coverage in 2013 or 2014 has no
full-time employees for any plan year
limited wraparound coverage is offered,
the requirement of this paragraph
(b)B)(vii)(D)(2)(iii) is considered satis-
fied.

(iv) For the duration of the pilot pro-
gram, as described in paragraph
(b)(B)(vii)(F) of this section, the em-
ployer’s annual aggregate contribu-
tions for both primary and limited
wraparound coverage are substantially
the same as the employer’s total con-
tributions for coverage offered to full-
time employees in 2013 or 2014.

(E) Reporting—(1) Reporting by group
health plans and group health insurance
issuers. A self-insured group health
plan, or a health insurance issuer, of-
fering or proposing to offer limited
wraparound coverage in connection
with Multi-State Plan coverage pursu-
ant to paragraph (b)(3)(vii)(D)(2) of this
section reports to the Office of Per-
sonnel Management (OPM), in a form
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and manner specified in guidance, in-
formation OPM reasonably requires to
determine whether the plan or issuer
qualifies to offer such coverage or com-
plies with the applicable requirements
of this section.

(2) Reporting by group health plan
sponsors. The plan sponsor of a group
health plan offering limited wrap-
around coverage under paragraph
(b)(3)(vii) of this section, must report
to the Department of Health and
Human Services (HHS), in a form and
manner specified in guidance, informa-
tion HHS reasonably requires.

(F) Pilot program with sunset—The
provisions of paragraph (b)(3)(vii) of
this section apply to limited wrap-
around coverage that is first offered no
earlier than January 1, 2016 and no
later than December 31, 2018 and that
ends no later than on the later of:

(I) The date that is three years after
the date limited wraparound coverage
is first offered; or

(2) The date on which the last collec-
tive bargaining agreement relating to
the plan terminates after the date lim-
ited wraparound coverage is first of-
fered (determined without regard to
any extension agreed to after the date
limited wraparound coverage is first
offered).

(4) Noncoordinated benefits—({) Ex-
cepted benefits that are not coordinated.
Coverage for only a specified disease or
illness (for example, cancer-only poli-
cies) or hospital indemnity or other
fixed indemnity insurance is excepted
only if it meets each of the conditions
specified in paragraph (b)(4)(ii) of this
section. To be hospital indemnity or
other fixed indemnity insurance, the
insurance must pay a fixed dollar
amount per day (or per other period) of
hospitalization or illness (for example,
$100/day) regardless of the amount of
expenses incurred.

(ii) Conditions. Benefits are described
in paragraph (b)(4)(i) of this section
only if—

(A) The benefits are provided under a
separate policy, certificate, or contract
of insurance;

(B) There is no coordination between
the provision of the benefits and an ex-
clusion of benefits under any group
health plan maintained by the same
plan sponsor; and
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(C) The benefits are paid with respect
to an event without regard to whether
benefits are provided with respect to
the event under any group health plan
maintained by the same plan sponsor.

(iii) Example. The rules of this para-
graph (b)(4) are illustrated by the fol-
lowing example:

Example. (i) Facts. An employer sponsors a
group health plan that provides coverage
through an insurance policy. The policy pro-
vides benefits only for hospital stays at a
fixed percentage of hospital expenses up to a
maximum of $100 a day.

(ii) Conclusion. In this Example, even
though the benefits under the policy satisfy
the conditions in paragraph (b)(4)(ii) of this
section, because the policy pays a percentage
of expenses incurred rather than a fixed dol-
lar amount, the benefits under the policy are
not excepted benefits under this paragraph
(b)(4). This is the result even if, in practice,
the policy pays the maximum of $100 for
every day of hospitalization.

(5) Supplemental benefits. (i) The fol-
lowing benefits are excepted only if
they are provided under a separate pol-
icy, certificate, or contract of insur-
ance—

(A) Medicare supplemental health in-
surance (as defined under section
1882(g)(1) of the Social Security Act;
also known as Medigap or MedSupp in-
surance);

(B) Coverage supplemental to the
coverage provided under Chapter 55,
Title 10 of the United States Code (also
known as TRICARE supplemental pro-
grams); and

(C) Similar supplemental coverage
provided to coverage under a group
health plan. To be similar supple-
mental coverage, the coverage must be
specifically designed to fill gaps in pri-
mary coverage, such as coinsurance or
deductibles. Similar supplemental cov-
erage does not include coverage that
becomes secondary or supplemental
only under a coordination-of-benefits
provision.

(ii) The rules of this paragraph (b)(5)
are illustrated by the following exam-
ple:

Example. (i) Facts. An employer sponsors a
group health plan that provides coverage for
both active employees and retirees. The cov-
erage for retirees supplements benefits pro-
vided by Medicare, but does not meet the re-
quirements for a supplemental policy under
section 1882(g)(1) of the Social Security Act.
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(ii) Conclusion. In this Ezxample, the cov-
erage provided to retirees does not meet the
definition of supplemental excepted benefits
under this paragraph (b)(5) because the cov-
erage is not Medicare supplemental insur-
ance as defined under section 1882(g)(1) of the
Social Security Act, is not a TRICARE sup-
plemental program, and is not supplemental
to coverage provided under a group health
plan.

(c) Treatment of partnerships. For pur-
poses of this part:

(1) Treatment as a group health plan.
Any plan, fund, or program that would
not be (but for this paragraph (c)) an
employee welfare benefit plan and that
is established or maintained by a part-
nership, to the extent that the plan,
fund, or program provides medical care
(including items and services paid for
as medical care) to present or former
partners in the partnership or to their
dependents (as defined under the terms
of the plan, fund, or program), directly
or through insurance, reimbursement,
or otherwise, is treated (subject to
paragraph (c)(2) of this section) as an
employee welfare benefit plan that is a
group health plan.

(2) Employment relationship. In the
case of a group health plan, the term
employer also includes the partnership
in relation to any bona fide partner. In
addition, the term employee also in-
cludes any bona fide partner. Whether
or not an individual is a bona fide part-
ner is determined based on all the rel-
evant facts and circumstances, includ-
ing whether the individual performs
services on behalf of the partnership.

(38) Participants of group health plans.
In the case of a group health plan, the
term participant also includes any indi-
vidual described in paragraph (c)(3)(i)
or (ii) of this section if the individual
is, or may become, eligible to receive a
benefit under the plan or the individ-
ual’s beneficiaries may be eligible to
receive any such benefit.

(i) In connection with a group health
plan maintained by a partnership, the
individual is a partner in relation to
the partnership.

(ii) In connection with a group health
plan maintained by a self-employed in-
dividual (under which one or more em-
ployees are participants), the indi-
vidual is the self-employed individual.
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(d) Determining the average number of
employees. [Reserved]

[69 FR 78798, Dec. 30, 2004, as amended at 74
FR 51692, Oct. 7, 2009; 78 FR 65092, Oct. 30,
2013; 79 FR 59136, Oct. 1, 2014; 80 FR 14007,
Mar. 18, 2015]

Subpart E—Provisions Applicable
to Only Health Insurance Issuers

§146.150 Guaranteed availability of
coverage for employers in the small
group market.

(a) Issuance of coverage in the small
group market. Subject to paragraphs (c)
through (f) of this section, each health
insurance issuer that offers health in-
surance coverage in the small group
market in a State must—

(1) Offer, to any small employer in
the State, all products that are ap-
proved for sale in the small group mar-
ket and that the issuer is actively mar-
keting, and must accept any employer
that applies for any of those products;
and

(2) Accept for enrollment under the
coverage every eligible individual (as
defined in paragraph (b) of this section)
who applies for enrollment during the
period in which the individual first be-
comes eligible to enroll under the
terms of the group health plan, or dur-
ing a special enrollment period, and
may not impose any restriction on an
eligible individual’s being a participant
or beneficiary, which is inconsistent
with the nondiscrimination provisions
of §146.121.

(b) Eligible individual defined. For pur-
poses of this section, the term ‘‘eligible
individual’”’ means an individual who is
eligible—

(1) To enroll in group health insur-
ance coverage offered to a group health
plan maintained by a small employer,
in accordance with the terms of the
group health plan;

(2) For coverage under the rules of
the health insurance issuer which are
uniformly applicable in the State to
small employers in the small group
market; and

(3) For coverage in accordance with
all applicable State laws governing the
issuer and the small group market.

(c) Special rules for network plans. (1)
In the case of a health insurance issuer
that offers health insurance coverage

770



Department of Health and Human Services

in the small group market through a
network plan, the issuer may—

(i) Limit the employers that may
apply for the coverage to those with el-
igible individuals who live, work, or re-
side in the service area for the network
plan; and

(ii) Within the service area of the
plan, deny coverage to employers if the
issuer has demonstrated to the applica-
ble State authority (if required by the
State authority) that—

(A) It will not have the capacity to
deliver services adequately to enrollees
of any additional groups because of its
obligations to existing group contract
holders and enrollees; and

(B) It is applying this paragraph
(¢)(1) uniformly to all employers with-
out regard to the claims experience of
those employers and their employees
(and their dependents) or any health
status-related factor relating to those
employees and dependents.

(2) An issuer that denies health in-
surance coverage to an employer in
any service area, in accordance with
paragraph (c¢)(1)(ii) of this section, may
not offer coverage in the small group
market within the service area to any
employer for a period of 180 days after
the date the coverage is denied. This
paragraph (c)(2) does not limit the
issuer’s ability to renew coverage al-
ready in force or relieve the issuer of
the responsibility to renew that cov-
erage.

(3) Coverage offered within a service
area after the 180-day period specified
in paragraph (c)(2) of this section is
subject to the requirements of this sec-
tion.

(d) Application of financial capacity
limits. (1) A health insurance issuer
may deny health insurance coverage in
the small group market if the issuer
has demonstrated to the applicable
State authority (if required by the
State authority) that it—

(i) Does not have the financial re-
serves necessary to underwrite addi-
tional coverage; and

(ii) Is applying this paragraph (d)(1)
uniformly to all employers in the small
group market in the State consistent
with applicable State law and without
regard to the claims experience of
those employers and their employees
(and their dependents) or any health
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status-related factor relating to those
employees and dependents.

(2) An issuer that denies group health
insurance coverage to any small em-
ployer in a State under paragraph (d)(1)
of this section may not offer coverage
in connection with group health plans
in the small group market in the State
before the later of the following dates:

(i) The 181st day after the date the
issuer denies coverage.

(i1) The date the issuer demonstrates
to the applicable State authority, if re-
quired under applicable State law, that
the issuer has sufficient financial re-
serves to underwrite additional cov-
erage.

(3) Paragraph (d)(2) of this section
does not limit the issuer’s ability to
renew coverage already in force or re-
lieve the issuer of the responsibility to
renew that coverage.

(4) Coverage offered after the 180-day
period specified in paragraph (d)(2) of
this section is subject to the require-
ments of this section.

(56) An applicable State authority
may provide for the application of this
paragraph (d) on a service-area-specific
basis.

(e) Ezxception to requirement for failure
to meet certain minimum participation or
contribution rules. (1) Paragraph (a) of
this section does not preclude a health
insurance issuer from establishing em-
ployer contribution rules or group par-
ticipation rules for the offering of
health insurance coverage in connec-
tion with a group health plan in the
small group market, as allowed under
applicable State law.

(2) For purposes of paragraph (e)(1) of
this section—

(i) The term ‘‘employer contribution
rule” means a requirement relating to
the minimum level or amount of em-
ployer contribution toward the pre-
mium for enrollment of participants
and beneficiaries; and

(ii) The term ‘‘group participation
rule” means a requirement relating to
the minimum number of participants
or beneficiaries that must be enrolled
in relation to a specified percentage or
number of eligible individuals or em-
ployees of an employer.

(f) Exception for coverage offered only
to bona fide association members. Para-
graph (a) of this section does not apply
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to health insurance coverage offered by
a health insurance issuer if that cov-
erage is made available in the small
group market only through one or
more bona fide associations (as defined
in 45 CFR 144.103).

(Approved by the Office of Management and
Budget under control number 0938-0702)

[62 FR 16958, Apr. 8, 1997; 62 FR 31694, June 10,
1997, as amended at 62 FR 35906, July 2, 1997;
67 FR 48811, July 26, 2002]

§146.152 Guaranteed renewability of
coverage for employers in the
group market.

(a) General rule. Subject to para-
graphs (b) through (d) of this section, a
health insurance issuer offering health
insurance coverage in the small or
large group market is required to
renew or continue in force the coverage
at the option of the plan sponsor.

(b) Ezxceptions. An issuer may
nonrenew or discontinue group health
insurance coverage offered in the small
or large group market based only on
one or more of the following:

(1) Nonpayment of premiums. The plan
sponsor has failed to pay premiums or
contributions in accordance with the
terms of the health insurance coverage,
including any timeliness requirements.

(2) Fraud. The plan sponsor has per-
formed an act or practice that con-
stitutes fraud or made an intentional
misrepresentation of material fact in
connection with the coverage.

(3) Violation of participation or con-
tribution rules. The plan sponsor has
failed to comply with a material plan
provision relating to any employer
contribution or group participation
rules permitted under §146.150(e) in the
case of the small group market or
under applicable State law in the case
of the large group market.

(4) Termination of product. The issuer
is ceasing to offer coverage in the mar-
ket in accordance with paragraph (c) or
(d) of this section and applicable State
law.

(5) Enrollees’ movement outside service
area. For network plans, there is no
longer any enrollee under the group
health plan who lives, resides, or works
in the service area of the issuer (or in
the area for which the issuer is author-
ized to do business); and in the case of
the small group market, the issuer ap-
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plies the same criteria it would apply
in denying enrollment in the plan
under §146.150(c); provided the issuer
provides notice in accordance with the
requirements of paragraph (c)(1) of this
section.

(6) Association membership ceases. For
coverage made available in the small
or large group market only through
one or more bona fide associations, if
the employer’s membership in the asso-
ciation ceases, but only if the coverage
is terminated uniformly without re-
gard to any health status-related fac-
tor relating to any covered individual.

(c) Discontinuing a particular product.
In any case in which an issuer decides
to discontinue offering a particular
product offered in the small or large
group market, that product may be dis-
continued by the issuer in accordance
with applicable State law in the par-
ticular market only if—

(1) The issuer provides notice in writ-
ing, in a form and manner specified by
the Secretary, to each plan sponsor
provided that particular product in
that market (and to all participants
and beneficiaries covered under such
coverage) of the discontinuation at
least 90 days before the date the cov-
erage will be discontinued;

(2) The issuer offers to each plan
sponsor provided that particular prod-
uct the option, on a guaranteed issue
basis, to purchase all (or, in the case of
the large group market, any) other
health insurance coverage currently
being offered by the issuer to a group
health plan in that market; and

(3) In exercising the option to dis-
continue that product and in offering
the option of coverage under paragraph
(c)(2) of this section, the issuer acts
uniformly without regard to the claims
experience of those sponsors or any
health status-related factor relating to
any participants or beneficiaries cov-
ered or new participants or bene-
ficiaries who may become eligible for
such coverage.

(d) Discontinuing all coverage. An
issuer may elect to discontinue offer-
ing all health insurance coverage in
the small or large group market or
both markets in a State in accordance
with applicable State law only if—

(1) The issuer provides notice in writ-
ing to the applicable State authority
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and to each plan sponsor (and all par-
ticipants and Dbeneficiaries covered
under the coverage) of the discontinu-
ation at least 180 days prior to the date
the coverage will be discontinued; and

(2) All health insurance policies
issued or delivered for issuance in the
State in the market (or markets) are
discontinued and not renewed.

(e) Prohibition on market reentry. An
issuer who elects to discontinue offer-
ing all health insurance coverage in a
market (or markets) in a State as de-
scribed in paragraph (d) of this section
may not issue coverage in the market
(or markets) and State involved during
the 5-year period beginning on the date
of discontinuation of the last coverage
not renewed.

(f) Exception for uniform modification
of coverage. (1) Only at the time of cov-
erage renewal may issuers modify the
health insurance coverage for a prod-
uct offered to a group health plan in
the following—

(i) Large group market; and

(ii) Small group market if, for cov-
erage available in this market (other
than only through one or more bona
fide associations), the modification is
consistent with State law and is effec-
tive uniformly among group health
plans with that product.

(2) For purposes of paragraph (f)(1)(ii)
of this section, modifications made
uniformly and solely pursuant to appli-
cable Federal or State requirements
are considered a uniform modification
of coverage if:

(i) The modification is made within a
reasonable time period after the impo-
sition or modification of the Federal or
State requirement; and

(ii) The modification is directly re-
lated to the imposition or modification
of the Federal or State requirement.

(3) For purposes of paragraph (f)(1)(ii)
of this section, other types of modifica-
tions made uniformly are considered a
uniform modification of coverage if the
health insurance coverage for the prod-
uct in the small group market meets
all of the following criteria:

(i) The product is offered by the same
health insurance issuer (within the
meaning of section 2791(b)(2) of the
PHS Act);

(ii) The product is offered as the
same product network type (for exam-
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ple, health maintenance organization,
preferred provider organization, exclu-
sive provider organization, point of
service, or indemnity);

(iii) The product continues to cover
at least a majority of the same service
area;

(iv) Within the product, each plan
has the same cost-sharing structure as
before the modification, except for any
variation in cost sharing solely related
to changes in cost and utilization of
medical care, or to maintain the same
metal tier level described in sections
1302(d) and (e) of the Affordable Care
Act; and

(v) The product provides the same
covered Dbenefits, except for any
changes in benefits that cumulatively
impact the rate for any plan within the
product within an allowable variation
of +2 percentage points (not including
changes pursuant to applicable Federal
or State requirements).

(4) A State may only broaden the
standards in paragraphs (f)(3)(iii) and
(iv) of this section.

(g) Application to coverage offered only
through associations. In the case of
health insurance coverage that is made
available by a health insurance issuer
in the small or large group market to
employers only through one or more
associations, the reference to ‘‘plan
sponsor’ is deemed, with respect to
coverage provided to an employer
member of the association, to include a
reference to such employer.

(h) Notice of renewal of coverage. If an
issuer in the small group market is re-
newing grandfathered coverage as de-
scribed in paragraph (a) of this section,
or uniformly modifying grandfathered
coverage as described in paragraph (f)
of this section, the issuer must provide
to each plan sponsor written notice of
the renewal at least 60 calendar days
before the date the coverage will be re-
newed in a form and manner specified
by the Secretary.

(Approved by the Office of Management and
Budget under control number 0938-0702)

[62 FR 16958, Apr. 8, 1997; 62 FR 31670, June 10,
1997, as amended at 62 FR 35906, July 2, 1997;
79 FR 30335, May 27, 2014; 79 FR 53004, Sept.
5, 2014]
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§146.160 Disclosure of information.

(a) General rule. In connection with
the offering of any health insurance
coverage to a small employer, a health
insurance issuer is required to—

(1) Make a reasonable disclosure to
the employer, as part of its solicitation
and sales materials, of the availability
of information described in paragraph
(b) of this section; and

(2) Upon request of the employer,
provide that information to the em-
ployer.

(b) Information described. Subject to
paragraph (d) of this section, informa-
tion that must be provided under para-
graph (a)(2) of this section is informa-
tion concerning the following:

(1) Provisions of coverage relating to
the following:

(i) The issuer’s right to change pre-
mium rates and the factors that may
affect changes in premium rates.

(ii) Renewability of coverage.

(iii) Any preexisting condition exclu-
sion, including use of the alternative
method of counting creditable cov-
erage.

(iv) Any affiliation periods applied by
HMOs.

(v) The geographic areas served by
HMOs.

(2) The benefits and premiums avail-
able under all health insurance cov-
erage for which the employer is quali-
fied, under applicable State law. See
§146.150(b) through (f) for allowable
limitations on product availability.

(c) Form of information. The informa-
tion must be described in language
that is understandable by the average
small employer, with a level of detail
that is sufficient to reasonably inform
small employers of their rights and ob-
ligations under the health insurance
coverage. This requirement is satisfied
if the issuer provides each of the fol-
lowing with respect to each product of-
fered:

(1) An outline of coverage. For pur-
poses of this section, outline of cov-
erage means a description of benefits
in summary form.

(2) The rate or rating schedule that
applies to the product (with and with-
out the preexisting condition exclusion
or affiliation period).

(3) The minimum employer contribu-
tion and group participation rules that
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apply to any particular type of cov-
erage.

(4) In the case of a network plan, a
map or listing of counties served.

(5) Any other information required
by the State.

(d) Ezxception. An issuer is not re-
quired to disclose any information that
is proprietary and trade secret infor-
mation under applicable law.

(Approved by the Office of Management and
Budget under control number 0938-0702)

[62 FR 16958, Apr. 8, 1997, as amended at 62
FR 35906, July 2, 1997]

Subpart F—Exclusion of Plans and
Enforcement

§146.180 Treatment of non-Federal
governmental plans.

(a) Opt-out election for self-funded non-
Federal governmental plans—(1) Require-
ments subject to exemption. The PHS Act
requirements described in this para-
graph are the following:

(i) Limitations on preexisting condi-
tion exclusion periods in accordance
with section 2701 of the PHS Act as
codified before enactment of the Af-
fordable Care Act.

(ii) Special enrollment periods for in-
dividuals and dependents described
under section 2704(f) of the PHS Act.

(iii) Prohibitions against discrimi-
nating against individual participants
and beneficiaries based on health sta-
tus under section 2705 of the PHS Act,
except that the sponsor of a self-funded
non-Federal governmental plan cannot
elect to exempt its plan from require-
ments under section 2705(a)(6) and
2705(c) through (f) that prohibit dis-
crimination with respect to genetic in-
formation.

(iv) Standards relating to benefits for
mothers and newborns under section
2725 of the PHS Act.

(v) Parity in mental health and sub-
stance use disorder benefits under sec-
tion 2726 of the PHS Act.

(vi) Required coverage for recon-
structive surgery following
mastectomies under section 2727 of the
PHS Act.

(vii) Coverage of dependent students
on a medically necessary leave of ab-
sence under section 2728 of the PHS
Act.
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(2) General rule. For plan years begin-
ning on or after September 23, 2010, a
sponsor of a non-Federal governmental
plan may elect to exempt its plan, to
the extent the plan is not provided
through health insurance coverage
(that is, it is self-funded), from one or
more of the requirements described in
paragraphs (a)(1)(iv) through (vii) of
this section.

(3) Special rule for certain collectively
bargained plans. In the case of a plan
that is maintained pursuant to a col-
lective bargaining agreement that was
ratified before March 23, 2010, and
whose sponsor made an election to ex-
empt its plan from any of the require-
ments described in paragraphs (a)(1)@i)
through (iii) of this section, the provi-
sions of paragraph (a)(2) of this section
apply for plan years beginning after
the expiration of the term of the agree-
ment.

(4) Examples—(i) Example 1. A non-
Federal governmental employer has
elected to exempt its self-funded group
health plan from all of the require-
ments described in paragraph (a)(l) of
this section. The plan year commences
September 1 of each year. The plan is
not subject to the provisions of para-
graph (a)(2) of this section until the
plan year that commences on Sep-
tember 1, 2011. Accordingly, for that
plan year and any subsequent plan
years, the plan sponsor may elect to
exempt its plan only from the require-
ments described in paragraphs (a)(1)(iv)
through (vii) of this section.

(ii) Example 2. A non-Federal govern-
mental employer has elected to exempt
its collectively bargained self-funded
plan from all of the requirements de-
scribed in paragraph (a)(1) of this sec-
tion. The collective bargaining agree-
ment applies to five plan years, Octo-
ber 1, 2009 through September 30, 2014.
For the plan year that begins on Octo-
ber 1, 2014, the plan sponsor is no
longer permitted to elect to exempt its
plan from the requirements described
in paragraph (a)(1) of this section. Ac-
cordingly, for that plan year and any
subsequent plan years, the plan spon-
sor may elect to exempt its plan only
from the requirements described in
paragraphs (a)(1)(iv) through (vii) of
this section.
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(5) Limitations. (i) An election under
this section cannot circumvent a re-
quirement of the PHS Act to the ex-
tent the requirement applied to the
plan before the effective date of the
election.

(A) Example 1. A plan is subject to re-
quirements of section 2727 of the PHS
Act, under which a plan that covers
medical and surgical benefits with re-
spect to a mastectomy must cover re-
constructive surgery and certain other
services following a mastectomy. An
enrollee who has had a mastectomy re-
ceives reconstructive surgery on Au-
gust 24. Claims with respect to the sur-
gery are submitted to and processed by
the plan in September. The group
health plan commences a new plan
year each September 1. Effective Sep-
tember 1, the plan sponsor elects to ex-
empt its plan from section 2727 of the
PHS Act. The plan cannot, on the basis
of its exemption election, decline to
pay for the claims incurred on August
24.

(B) [Reserved]

(ii) If a group health plan is co-spon-
sored by two or more employers, then
only plan enrollees of the non-Federal
governmental employer(s) with a valid
election under this section are affected
by the election.

(6) Stop-loss or excess risk coverage. For
purposes of this section—

(i) Subject to paragraph (a)(6)(ii) of
this section, the purchase of stop-loss
or excess risk coverage by a self-funded
non-Federal governmental plan does
not prevent an election under this sec-
tion.

(i) Regardless of whether coverage
offered by an issuer is designated as
‘“‘stop-loss’ coverage or ‘‘excess risk”
coverage, if it is regulated as group
health insurance under an applicable
State law, then for purposes of this sec-
tion, a non-Federal governmental plan
that purchases the coverage is consid-
ered to be fully insured. In that event,
a plan may not be exempted under this
section from the requirements de-
scribed in paragraph (a)(1) of this sec-
tion.

(7T) Construction. Nothing in this part
should be construed as imposing collec-
tive bargaining obligations on any
party to the collective bargaining proc-
ess.
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(b) Form and manner of election—(1)
Election requirements. The election must
meet the following requirements:

(i) Be made in an electronic format
in a form and manner as described by
the Secretary in guidance.

(ii) Be made in conformance with all
of the plan sponsor’s rules, including
any public hearing requirements.

(iii) Specify the beginning and ending
dates of the period to which the elec-
tion is to apply. This period can be ei-
ther of the following periods:

(A) A single specified plan year, as
defined in §144.103 of this subchapter.

(B) The ‘‘term of the agreement,” as
specified in paragraph (b)(2) of this sec-
tion, in the case of a plan governed by
collective bargaining.

(iv) Specify the name of the plan and
the name and address of the plan ad-
ministrator, and include the name and
telephone number of a person CMS may
contact regarding the election.

(v) State that the plan does not in-
clude health insurance coverage, or
identify which portion of the plan is
not funded through health insurance
coverage.

(vi) Specify each requirement de-
scribed in paragraph (a)(1) of this sec-
tion from which the plan sponsor elects
to exempt the plan.

(vii) Certify that the person signing
the election document, including (if ap-
plicable) a third party plan adminis-
trator, is legally authorized to do so by
the plan sponsor.

(viii) Include, as an attachment, a
copy of the notice described in para-
graph (f) of this section.

(ix) In the case of a plan sponsor sub-
mitting one opt-out election for all
group health plans subject to the same
collective bargaining agreement, in-
clude a list of plans subject to the
agreement.

(x) In the case of a plan sponsor sub-
mitting opt-out elections for more
than one group health plan that is not
subject to a collective bargaining
agreement, submit a separate election
document for each such plan.

(2) “Term of the agreement’ defined.
Except as provided in paragraphs
(b)(2)(1) and (ii) of this section, for pur-
poses of this section ‘‘term of the
agreement’” means all group health
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plan years governed by a single collec-
tive bargaining agreement.

(i) In the case of a group health plan
for which the last plan year governed
by a prior collective bargaining agree-
ment expires during the bargaining
process for a new agreement, the term
of the prior agreement includes all
plan years governed by the agreement
plus the period of time that precedes
the latest of the following dates, as ap-
plicable, with respect to the new agree-
ment:

(A) The date of an agreement be-
tween the governmental employer and
union officials.

(B) The date of ratification of an
agreement between the governmental
employer and the union.

(C) The date impasse resolution, arbi-
tration or other closure of the collec-
tive bargaining process is finalized
when agreement is not reached.

(ii) In the case of a group health plan
governed by a collective bargaining
agreement for which closure is not
reached before the last plan year under
the immediately preceding agreement
expires, the term of the new agreement
includes all plan years governed by the
agreement excluding the period that
precedes the latest applicable date
specified in paragraph (b)(2)(i) of this
section.

(3) Construction—(i) Dispute resolution.
Nothing in paragraph (b)(1)(ii) of this
section should be construed to mean
that CMS arbitrates disputes between
plan sponsors, participants, bene-
ficiaries, or their representatives re-
garding whether an election complies
with all of a plan sponsor’s rules.

(ii) Future elections not preempted. If a
plan must comply with one or more re-
quirements described in paragraph
(a)(1) of this section for a given plan
year or period of plan coverage, noth-
ing in this section should be construed
as preventing a plan sponsor from sub-
mitting an election in accordance with
this section for a subsequent plan year
or period of plan coverage.

(c) Filing a timely election—(1) Plan not
governed by collective bargaining. Sub-
ject to paragraph (c)(4) of this section,
if a plan is not governed by a collective
bargaining agreement, a plan sponsor
or entity acting on behalf of a plan
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sponsor must file an election with CMS
before the first day of the plan year.

(2) Plan governed by a collective bar-
gaining agreement. Subject to paragraph
(d)(4) of this section, if a plan is gov-
erned by a collective bargaining agree-
ment that was ratified before March 23,
2010, a plan sponsor or entity acting on
behalf of a plan sponsor must file an
election with CMS before the first day
of the first plan year governed by a col-
lective bargaining agreement, or by the
45th day after the latest applicable
date specified in paragraph (b)(2)(i) of
this section, if the 45th day falls on or
after the first day of the plan year.

(38) Special rule for timely filing. If the
latest filing date specified under para-
graphs (c)(1) or (c)(2) of this section
falls on a Saturday, Sunday, or a State
or Federal holiday, CMS accepts filings
submitted on the next business day.

(4) Filing extension based on good
cause. CMS may extend the deadlines
specified in paragraphs (c¢)(1) and (2) of
this section for good cause if the plan
substantially complies with the re-
quirements of paragraph (e) of this sec-
tion.

(5) Failure to file a timely election. Ab-
sent an extension under paragraph
(c)(4) of this section, a plan sponsor’s
failure to file a timely election under
paragraph (c)(1) or (2) of this section
makes the plan subject to all require-
ments of this part for the entire plan
year to which the election would have
applied, or, in the case of a plan gov-
erned by a collective bargaining agree-
ment, for any plan years under the
agreement for which the election is not
timely filed.

(d) Additional information required—(1)
Written notification. If an election is
timely filed, but CMS determines that
the election document (or the notice to
plan enrollees) does not meet all of the
requirements of this section, CMS may
notify the plan sponsor, or other entity
that filed the election, that it must
submit any additional information
that CMS has determined is necessary
to meet those requirements. The addi-
tional information must be filed with
CMS by the later of the following
dates:

(i) The last day of the plan year.
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(ii) The 45th day after the date of
CMS’s written notification requesting
additional information.

(2) Timely response. For submissions
via hard copy via U.S. Mail, CMS uses
the postmark on the envelope in which
the additional information is sub-
mitted to determine that the informa-
tion is timely filed as specified under
paragraph (d)(1) of this section. If the
latest filing date falls on a Saturday,
Sunday, or a State or Federal holiday,
CMS accepts a postmark on the next
business day.

(3) Failure to respond timely. CMS may
invalidate an election if the plan spon-
sor, or other entity that filed the elec-
tion, fails to timely submit the addi-
tional information as specified under
paragraph (d)(1) of this section.

(e) Notice to enrollees—(1) Mandatory
notification. (i) A plan that makes the
election described in this section must
notify each affected enrollee of the
election, and explain the consequences
of the election. For purposes of para-
graph (e) of this section, if the depend-
ent(s) of a participant reside(s) with
the participant, a plan need only pro-
vide notice to the participant.

(ii) The notice must be in writing
and, except as provided in paragraph
(e)(2) of this section with regard to ini-
tial notices, must be provided to each
enrollee at the time of enrollment
under the plan, and on an annual basis
no later than the last day of each plan
year (as defined in §144.103 of this sub-
chapter) for which there is an election.

(iii) A plan may meet the notifica-
tion requirements of paragraph (e) of
this section by prominently printing
the notice in a summary plan descrip-
tion, or equivalent description, that it
provides to each enrollee at the time of
enrollment, and annually. Also, when a
plan provides a notice to an enrollee at
the time of enrollment, that notice
may serve as the initial annual notice
for that enrollee.

(2) Initial notices. (i) If a plan is not
governed by a collective bargaining
agreement, with regard to the initial
plan year to which an election under
this section applies, the plan must pro-
vide the initial annual notice of the
election to all enrollees before the first
day of that plan year, and notice at the
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time of enrollment to all individuals
who enroll during that plan year.

(ii) In the case of a collectively bar-
gained plan, with regard to the initial
plan year to which an election under
this section applies, the plan must pro-
vide the initial annual notice of the
election to all enrollees before the first
day of the plan year, or within 30 days
after the latest applicable date speci-
fied in paragraph (b)(2)(i) of this sec-
tion if the 30th day falls on or after the
first day of the plan year. Also, the
plan must provide a notice at the time
of enrollment to individuals who—

(A) Enroll on or after the first day of
the plan year, when closure of the col-
lective bargaining process is reached
before the plan year begins; or

(B) Enroll on or after the latest ap-
plicable date specified in paragraph
(b)(2)(1) of this section if that date falls
on or after the first day of the plan
year.

(3) Notice content. The notice must in-
clude at least the following informa-
tion:

(i) The specific requirements de-
scribed in paragraph (a)(1) of this sec-
tion from which the plan sponsor is
electing to exempt the plan, and a
statement that, in general, Federal law
imposes these requirements upon group
health plans.

(ii) A statement that Federal law
gives the plan sponsor of a self-funded
non-Federal governmental plan the
right to exempt the plan in whole, or in
part, from the listed requirements, and
that the plan sponsor has elected to do
S0.

(iii) A statement identifying which
parts of the plan are subject to the
election.

(iv) A statement identifying which of
the listed requirements, if any, apply
under the terms of the plan, or as re-
quired by State law, without regard to
an exemption under this section.

(f) Subsequent elections—(1) Election re-
newal. A plan sponsor may renew an
election under this section through
subsequent elections. The timeliness
standards described in paragraph (c) of
this section apply to election renewals
under paragraph (f) of this section.

(2) Form and manner of renewal. Ex-
cept for the requirement to forward to
CMS a copy of the notice to enrollees

45 CFR Subtitle A (10-1-15 Edition)

under paragraph (b)(1)(viii) of this sec-
tion, the plan sponsor must comply
with the election requirements of para-
graph (b)(1) of this section. In lieu of
providing a copy of the notice under
paragraph (b)(1)(viii) of this section,
the plan sponsor may include a state-
ment that the notice has been, or will
be, provided to enrollees as specified
under paragraph (e) of this section.

(3) Election renewal includes provisions
from which plan not previously exempted.
If an election renewal includes a re-
quirement described in paragraph (a)(1)
of this section from which the plan
sponsor did not elect to exempt the
plan for the preceding plan year, the
advance notification requirements of
paragraph (e)(2) of this section apply
with respect to the additional require-
ment(s) of paragraph (a) of this section
from which the plan sponsor is electing
to exempt the plan.

(4) Special rules regarding renewal of
an election under a collective bargaining
agreement—((i) If protracted negotia-
tions with respect to a new agreement
result in an extension of the term of
the prior agreement (as provided under
paragraph (b)(2)(i) of this section)
under which an election under this sec-
tion was in effect, the plan must com-
ply with the enrollee notification re-
quirements of paragraph (e)(1) of this
section, and, following closure of the
collective bargaining process, must file
an election renewal with CMS as pro-
vided under paragraph (c)(2) of this sec-
tion.

(ii) If a single plan applies to more
than one bargaining unit, and the plan
is governed by collective bargaining
agreements of varying lengths, para-
graph (c)(2) of this section, with re-
spect to an election renewal, applies to
the plan as governed by the agreement
that results in the earliest filing date.

(g) Requirements not subject to exemp-
tion—(1) Genetic information. Without
regard to an election under this section
that exempts a non-Federal govern-
mental plan from any or all of the pro-
visions of §§146.111 and 146.121, the ex-
emption election must not be con-
strued to exempt the plan from any
provisions of this part that pertain to
genetic information.
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(2) Enforcement. CMS enforces these
requirements as provided under para-
graph (j) of this section.

(h) Effect of failure to comply with cer-
tification and notification requirements—
(1) Substantial failure—(i) General rule.
Except as provided in paragraph
(h)(1)(dii) of this section, a substantial
failure to comply with paragraph (e) or
(2)(1) of this section results in the in-
validation of an election under this
section with respect to all plan enroll-
ees for the entire plan year. That is,
the plan is subject to all requirements
of this part for the entire plan year to
which the election otherwise would
have applied.

(i1) Determination of substantial fail-
ure. CMS determines whether a plan
has substantially failed to comply with
a requirement of paragraph (e) or (g)(1)
of this section based on all relevant
facts and circumstances, including pre-
vious record of compliance, gravity of
the violation and whether a plan cor-
rects the failure, as warranted, within
30 days of learning of the violation.
However, in general, a plan’s failure to
provide a notice of the fact and con-
sequences of an election under this sec-
tion to an individual at the time of en-
rollment, or on an annual basis before
a given plan year expires, constitutes a
substantial failure.

(iii) Exceptions—(A) Multiple employ-
ers. If the plan is sponsored by multiple
employers, and only certain employers
substantially fail to comply with the
requirements of paragraph (e) or (g)(1)
of this section, then the election is in-
validated with respect to those employ-
ers only, and not with respect to other
employers that complied with those re-
quirements, unless the plan chooses to
cancel its election entirely.

(B) Limited failure to provide notice. If
a substantial failure to notify enrollees
of the fact and consequences of an elec-
tion is limited to certain individuals,
the election under this section is valid
only if, for the plan year with respect
to which the failure has occurred, the
plan agrees not to apply the election
with respect to the individuals who
were not notified and so informs those
individuals in writing.

(2) Examples—(i) Example 1. A self-
funded, non-Federal group health plan
is co-sponsored by 10 school districts.
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Nine of the school districts have fully
complied with the requirements of
paragraph (e) of this section, including
providing notice to new employees at
the time of their enrollment in the
plan, regarding the group health plan’s
exemption under this section from re-
quirements of this part. One school dis-
trict, which hired 10 new teachers dur-
ing the summer for the upcoming
school year, neglected to notify three
of the new hires about the group health
plan’s exemption election at the time
they enrolled in the plan. The school
district has substantially failed to
comply with a requirement of para-
graph (e) of this section with respect to
these individuals. The school district
learned of the oversight six weeks into
the school year, and promptly (within
30 days of learning of the oversight)
provided notice to the three teachers
regarding the plan’s exemption under
this section and that the exemption
does not apply to them, or their de-
pendents, during the plan year of their
enrollment because of the plan’s fail-
ure to timely notify them of its exemp-
tion. The plan complies with the re-
quirements of this part for these indi-
viduals for the plan year of their en-
rollment. CMS would not require the
plan to come into compliance with the
requirements of this part for other en-
rollees.

(ii) Example 2. Two non-Federal gov-
ernmental employers cosponsor a self-
funded group health plan. One em-
ployer substantially fails to comply
with the requirements of paragraph (e)
of this section. While the plan may
limit the invalidation of the election
to enrollees of the plan sponsor that is
responsible for the substantial failure,
the plan sponsors determine that ad-
ministering the plan in that manner
would be too burdensome. Accordingly,
in this example, the plan sponsors
choose to cancel the election entirely.
Both plan sponsors come into compli-
ance with the requirements of this part
with respect to all enrollees for the
plan year for which the substantial
failure has occurred.

(i) Election invalidated. If CMS finds
cause to invalidate an election under
this section, the following rules apply:

(1) CMS notifies the plan sponsor
(and the plan administrator if other
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than the plan sponsor and the adminis-
trator’s address is known to CMS) in
writing that CMS has made a prelimi-
nary determination that an election is
invalid, and States the basis for that
determination.

(2) CMS’s notice informs the plan
sponsor that it has 45 days after the
date of CMS’s notice to explain in writ-
ing why it believes its election is valid.
The plan sponsor should provide appli-
cable statutory and regulatory cita-
tions to support its position.

(3) CMS verifies that the plan spon-
sor’s response is timely filed as pro-
vided under paragraph (c)(3) of this sec-
tion. CMS will not consider a response
that is not timely filed.

(4) If CMS’s preliminary determina-
tion that an election is invalid remains
unchanged after CMS considers the
plan sponsor’s timely response (or in
the event that the plan sponsor fails to
respond timely), CMS provides written
notice to the plan sponsor (and the
plan administrator if other than the
plan sponsor and the administrator’s
address is known to CMS) of CMS’s
final determination that the election is
invalid. Also, CMS informs the plan
sponsor that, within 45 days of the date
of the notice of final determination,
the plan, subject to paragraph (i)(1)(iii)
of this section, must comply with all
requirements of this part for the speci-
fied period for which CMS has deter-
mined the election to be invalid.

(j) Enforcement. To the extent that an
election under this section has not
been filed or a non-Federal govern-
mental plan otherwise is subject to one
or more requirements of this part, CMS
enforces those requirements under part
150 of this subchapter. This may in-
clude imposing a civil money penalty
against the plan or plan sponsor, as de-
termined under subpart C of part 150.

(k) Construction. Nothing in this sec-
tion should be construed to prevent a
State from taking the following ac-
tions:

(1) Establishing, and enforcing com-
pliance with, the requirements of State
law (as defined in §146.143(d)(1)), includ-
ing requirements that parallel provi-
sions of title XXVII of the PHS Act,
that apply to non-Federal govern-
mental plans or sponsors.
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(2) Prohibiting a sponsor of a non-
Federal governmental plan within the
State from making an election under
this section.

[79 FR 30336, May 27, 2014]

PART 147—HEALTH INSURANCE RE-
FORM REQUIREMENTS FOR THE
GROUP AND INDIVIDUAL HEALTH
INSURANCE MARKETS

Sec.

147.100
147.102
147.103

Basis and scope.

Fair health insurance premiums.

State reporting.

147.104 Guaranteed availability of coverage.

147.106 Guaranteed renewability of cov-
erage.

147.108 Prohibition of preexisting condition
exclusions.

147.110 Prohibiting discrimination against
participants, beneficiaries, and individ-
uals based on a health factor.

147.116 Prohibition on waiting periods that
exceed 90 days.

147.120 Eligibility of children until at least
age 26.

147.126 No lifetime or annual limits.

147.128 Rules regarding rescissions.

147.130 Coverage of preventive health serv-
ices.

147.131 Exemption and accommodations in
connection with coverage of preventive
health services.

147.136 Internal claims and appeals and ex-
ternal review processes.

147.138 Patient protections.

147.140 Preservation of right to maintain
existing coverage.

147.145 Student health insurance coverage.

147.150 Coverage of essential health bene-
fits.

147.160 Parity in mental health and sub-
stance use disorder benefits.

147.200 Summary of benefits and coverage
and uniform glossary.

AUTHORITY: Secs 2701 through 2763, 2791,
and 2792 of the Public Health Service Act (42
USC 300gg through 300gg-63, 300gg-91, and
300gg-92), as amended.

SOURCE: 75 FR 27138, May 13, 2010, unless
otherwise noted.

§147.100 Basis and scope.

Part 147 of this subchapter imple-
ments the requirements of the Patient
Protection and Affordable Care Act
that apply to group health plans and
health insurance issuers in the Group
and Individual markets.
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